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His  Excellency  the  Governor 

The  Honorable  President  of  the  Senate 

The  Honorable  Speaker  of  the  House  of  Representatives 

The  Honorable  Chairman  of  the  Senate  Ways  and  Means  Committee 

The  Honorable  Chairman  of  the  House  Ways  and  Means  Committee 

The  Honorable  Chairman  of  the  Senate  Post  Audit  and  Oversight  Committee 

The  Honorable  Chairman  of  the  House  Post  Audit  and  Oversight  Committee 

The  Directors  of  the  Legislative  Post  Audit  Committees 

The  Secretary  for  Administration  and  Finance 

Members  of  the  General  Court 

Omnibus  ad  quos  praesentes  literae  pervenerint,  salutem. 


For  the  past  eighteen  months,  this  Office  has  been  conducting  an  extensive  inquiry 
into  certain  activities  and  practices  of  the  Massachusetts  Public  Health  Biologic  Laboratories 
(MPHBL),  a  division  of  the  Department  of  Public  Health  (DPH).  During  calendar  year  1996, 
I  wrote  numerous  letters  to  the  Legislature  alerting  the  General  Court  of  my  concerns  about 
pending  legislation  that  would  impact  the  Commonwealth's  interest  in  certain  discoveries  made 
at  MPHBL.  Ultimately,  the  Biologic  Laboratories  were  conveyed  to  the  University  of 
Massachusetts.  I  am  today  releasing  a  report  containing  the  results  of  this  Office's  inquiry. 
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The  report  criticizes  DPH  and  MPHBL  officials  for  their  actions  concerning  the 
disposition  of  the  Commonwealth's  rights  to  intellectual  property  and  products  developed  by 
State  employees  at  MPHBL.  The  report  criticizes  these  officials  for  expending  funds 
through  an  illegal  fiscal  conduit,  using  off-budget  accounts.  MPHBL' s  fiscal  and  adminis- 
trative agent,  the  Massachusetts  Health  Research  Institute  (MHRI)  is  criticized  for  failing  to 
disclose  to  DPH  its  private  arrangements  with  the  MPHBL  Director  and  Deputy  Director. 
MHRI  is  criticized  for  violating  the  terms  of  its  contract  with  the  Commonwealth  by  execut- 
ing agreements  without  the  prior  approval  of  the  Commissioner  of  Public  Health. 

It  is  my  hope  that  the  University  of  Massachusetts  and  other  State  agencies  will  use 
the  findings  and  recommendations  of  this  report  to  closely  examine  the  issues  I  have  raised 
and  pursue  legal  remedies  where  appropriate.  My  Office  stands  ready  to  assist  in  these 
endeavors. 


Inspector  General 
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I.  Introduction 

The  Office  of  the  Inspector  General  undertook  an  inquiry  into  the  activities  and 
practices  of  the  Massachusetts  State  Public  Health  Biologic  Laboratories  in  April  1 995. 
That  inquiry  was  originally  prompted  by  this  Office's  review,  pursuant  to  M.G.L. 
c.  1 2A,  §8,  of  the  Department  of  Public  Health's  (DPH)  legislative  proposal,  House  No. 
210  of  1995,  to  transfer  the  Massachusetts  State  Public  Health  Biologic  Laboratories 
to  a  new  quasi-independent  institute. 

DPH's  statutory  mandate,  M.G.L.  c.111,  §5,  permits  the  Department  to 
"produce  and  distribute  immunological,  diagnostic  and  therapeutic  agents"  to  protect 
the  health  of  the  citizens  of  the  Commonwealth.  The  Massachusetts  State  Public 
Health  Biologic  Laboratories  were  initially  established  at  the  end  the  19th  century  to 
manufacture  an  anti-diphtheria  serum.  According  to  DPH,  the  Massachusetts  State 
Public  Health  Biologic  Laboratories  currently  fulfill  their  statutory  mandate  by 
manufacturing  some  of  the  vaccines  used  in  the  Commonwealth's  universal  childhood 
immunization  program.  The  Massachusetts  State  Public  Health  Biologic  Laboratories 
also  have  a  continuing  program  of  research  and  development  focussed  on  the 
development  of  anti-infectious  agents.  CMVIG-IV  and  RSVIG-IV,  developed  in  the 
Massachusetts  State  Public  Health  Biologic  Laboratories  by  State  employees,  were 
two  of  the  products  that  resulted  from  this  research  program. 

House  No.  210,  as  drafted,  would  have  assigned  the  Commonwealth's  rights, 
including  the  rights  to  CMVIG-IV  and  RSVIG-IV,  to  the  proposed  institute  and  may 
have  foreclosed  the  Commonwealth's  ability  to  recover  millions  of  dollars  in  revenues 
from  the  sale  of  RSVIG-IV.  It  also  would  have  assigned  exclusive  use  of  the 
Massachusetts  State  Public  Health  Biologic  Laboratories'  Federal  Food  and  Drug 
Administration  (FDA)  laboratory  license  to  the  new  institute  and  authorized  the 
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institute  to  use  the  Massachusetts  State  Public  Health  Biologic  Laboratories'  facilities 
and  equipment. 

The  House  and  Senate  Committees  addressed  some  of  this  Office's  concerns 
in  subsequent  amendments,  but  ultimately  rejected  DPH's  proposal  to  establish  the 
quasi-independent  institute.  Instead,  the  Legislature  enacted  Chapter  334  of  the  Acts 
of  1 996,  signed  into  law  by  the  Governor  on  August  9,  1 996.  Chapter  334  took 
away  DPH's  authority  over  the  Massachusetts  State  Public  Health  Biologic 
Laboratories  (MPHBL)  and  transferred  control  to  the  University  of  Massachusetts. 
This  Office  supported  the  transfer  to  the  University  of  Massachusetts.  The  University 
of  Massachusetts  has  greater  expertise  in  technology  matters  to  oversee  the  mission 
of  the  Massachusetts  State  Public  Health  Biologic  Laboratories  in  the  future,  and  to 
protect  the  Commonwealth's  interest  in  the  inventions  directly  made  at  the 
Massachusetts  State  Public  Health  Biologic  Laboratories. 

The  new  law  contains  a  provision,  supported  by  this  Office,  that  preserves  the 
Commonwealth's  right  to  pursue  a  claim  under  any  patent  on  products  developed  at 
the  Massachusetts  State  Public  Health  Biologic  Laboratories.  This  provision  will  help 
to  ensure  that  the  Commonwealth  receives  royalties  from  the  products  invented  at  the 
Massachusetts  State  Public  Health  Laboratories  prior  to  enactment  of  the  legislation. 

II.  Executive  Summary 

During  a  four  year  period  beginning  in  1985  and  ending  in  June  1989,  the 
Director  of  the  Massachusetts  State  Public  Health  Biologic  Laboratories  (MPHBL) 
supervised  State  employees  in  a  research  project  conducted  at  the  MPHBL  facility. 
The  purpose  of  the  project  was  to  invent  a  safe  and  effective  hyperimmune  globulin 
product  to  prevent  pneumonia  caused  by  respiratory  syncytial  virus  (RSV).  This  virus 
is  the  leading  cause  of  lower  respiratory  tract  infections  in  infants  and  children. 
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A  review  by  this  Office  indicates  that  by  early  1989,  the  Commonwealth's 
ongoing  RSV  research  had  succeeded  in  developing  a  screening  process  which  could 
be  used  to  manufacture  an  effective  antiviral  agent  to  RSV. 

Royalties  for  State  Employees: 

This  report  describes  how  the  MPHBL  Director  and  Deputy  Director  devised  and 
executed  a  plan  to  enrich  themselves  by  misappropriating  the  Commonwealth's 
exclusive  right  to  a  patentable  process  developed  by  state  employees  in  the  state 
laboratory.  By  selling  and  assigning  exclusive  rights  to  the  invention  to  MPHBL's 
fiscal  and  administrative  agent  in  return  for  approximately  $6.3  million  dollars  in 
potential  royalty  rights  for  themselves,  the  Director  and  Deputy  Director  appear  to 
have  profited  at  the  Commonwealth's  expense.  The  royalties  stem  from  a  new  drug 
called  RSVIG-IV.  Documents  reviewed  by  this  Office  demonstrate  that  RSVIG-IV  was 
invented  by  state  employees  at  MPHBL.  According  to  DPH  officials,  the  Director  and 
Deputy  Director  recorded  the  patent  and  assigned  it  to  the  fiscal  and  administrative 
agent  without  the  knowledge  or  authority  of  DPH.  According  to  DPH  officials,  DPH's 
stated  policy  prohibits  state  employees  from  receiving  royalty  proceeds.  The 
Inspector  General  revealed  the  existence  of  the  Director's  and  Deputy  Director's 
royalty  agreement  in  a  February  22,  1996  letter  to  the  Massachusetts  General  Court. 
DPH  officials  have  since  stated  that  they  were  unaware,  prior  to  their  receipt  of  this 
letter,  of  the  Director's  and  Deputy  Director's  intent  to  receive  such  royalties. 

Patent  and  Royalties  for  a  Commonwealth  Vendor: 

This  report  also  describes  how  a  private  nonprofit  company,  the  Massachusetts 
Health  Research  Institute  (MHRI),  hired  by  DPH  to  serve  as  MPHBL's  fiscal  and 
administrative  agent,  appears  to  have  acted  in  concert  with  the  Director  and  Deputy 
Director  in  an  attempt  to  misappropriate  the  Commonwealth's  exclusive  right  to  a 
patentable  process.  By  falsely  claiming  ownership  of  the  invention,  MHRI  stood  to 
gain  a  projected  $4.2  million  in  royalty  rights. 
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Patent  Rights  and  Manufacturing  Rights  of  Private  Pharmaceutical  Company: 
This  report  describes  how  a  Maryland  pharmaceutical  company,  Medlmmune, 
Inc.  (Medlmmune),  apparently  joined  forces  with  the  Director  and  Deputy  Director  and 
MHRI  to  misappropriate  (1 )  the  Commonwealth  exclusive  rights  to  the  RSV  screening 
invention  and,  (2)  exclusive  rights  to  manufacture,  have  manufactured,  and  sell 
RSVIG-IV  under  an  FDA  product  license  issued  to  MPHBL.1  These  rights  are  expected 
to  be  very  valuable.  Prior  to  the  conclusion  of  the  national  clinical  trials  of  RSVIG-IV, 
industry  analysts  estimated  that  RSVIG-IV  had  a  market  value  of  $300  million.  Under 
the  agreements,  Medlmmune  stands  to  reap  almost  all  of  the  profits  from  RSVIG-IV, 
while  the  Commonwealth,  MHRI,  the  Director  and  Deputy  Director  will  receive  a  total 
of  approximately  $21  million.  Of  this  $21  million,  the  Commonwealth,  which 
developed  the  drug  and  holds  the  exclusive  FDA  product  license  for  RSVIG-IV,  will 
receive  the  smallest  share,  approximately  $2.1  million.  The  Director  and  Deputy 
Director  stand  to  earn  approximately  $6.3  million  and  MHRI  approximately  $4.2 
million.  The  balance,  $8.4  million  will  be  retained  in  a  special  non-state  account  under 
MHRI's  control,  as  described  later  in  this  report.  Review  by  this  Office  of  spending 
from  this  account  reveals  that  funds  have  been  expended  to  benefit  Medlmmune  and 
MHRI.  According  to  intellectual  property  experts  who  advised  this  Office,  the 
Commonwealth  should  have  received  a  more  substantial  share  of  royalties,  amounting 
approximately  to  an  additional  $49  million. 

Monetary  Benefits  for  a  Second  Private  Company: 

The  report  also  reveals  how  a  private  corporation  in  Maryland,  the  Henry  M. 
Jackson  Foundation  for  the  Advancement  of  Military  Medicine  (Jackson  Foundation), 
acting  under  contract  with  Medlmmune,  apparently  benefitted  from  the  improprieties 
described  herein. 


Medlmmune,  Inc.  ("Medlmmune")  was  incorporated  in  Delaware  in  June  1987  under  the  name 
Molecular  Vaccines,  Inc.  ("MVI").  The  Company  changed  its  name  to  Medlmmune,  Inc.  in  October 
1990. 
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Opinion  of  Intellectual  Property  Experts: 

In  connection  with  this  review,  and  upon  recommendation  of  the  Office  of  the 
Attorney  General,  this  Office  sought  the  expert  advice  of  Bromberg  and  Sunstein,  a 
law  firm  specializing  in  the  area  of  intellectual  property.  Bromberg  and  Sunstein 
concluded  that: 


The  RSVIG-IV  process  was  conceived  and  developed 
through  research  conducted  at  MPHBL  from  January  1986 
through  December  1988.  Research  was  conducted  under 
the  direction  of  [the  Director  and  Deputy  Director]  while 
they  were  employed  by  the  Massachusetts  Department  of 
Public  Health  and  prior  to  their  part-time  employment  under 
agreement  between  MHRI  and  MPHBL  .... 

[This]  contradicts  claims  that  [the  Director  and  Deputy 
Director]  developed  the  patented  process  after  they  joined 
MHRI  in  December  1989. 

This  means  their  invention  of  the  process  is  the  exclusive 
property  of  the  Commonwealth  under  long  established 
federal  and  state  law.  See  National  Development  Company 
v.  Gray,  316  Mass.  240,  247  (1944).  In  sum,  neither  [the 
Director  nor  the  Deputy  Director]  had  the  right  to  assign 
patent  rights  to  any  party  other  than  the  Commonwealth. 

Finally,  it  is  our  view  that  [the  Director  and  Deputy  Director] 
and  the  Massachusetts  Health  Research  Institute,  Inc.  have 
engaged  in  a  calculated  plan  to  misappropriate  the 
Commonwealth's  exclusive  right  to  the  RSVIG-IV  process. 
Consequently,  neither  [the  Director  nor  the  Deputy  Director] 
had  the  right  to  assign,  and  MHRI  did  not  have  the  right  to 
license  the  RSVIG-IV  process  to  Medlmmune. 

Through  the  offices  of  the  Inspector  General  and  the 
Attorney  General,  the  Commonwealth  has  express  authority 
to  re-assert  its  patent  rights,  to  re-valuation  of  the  royalty 
arrangement,  and  to  renegotiation  of  the  supply  agreement 
for  RSVIG-IV.2  That  authority  is  set  out  at  M.G.L.  c.12A, 


Since  Bromberg  and  Sunstein  wrote  this  opinion  on  May  24,  1996,  the  Legislature  has  enacted  Chapter  334  of  the  Acts 
of  1996  which  transfers  all  rights  under  the  agreements  to  the  University  of  Massachusetts. 
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§11;  M.G.L.  C.268A,    2,3;  M.G.L.  C.93A,  §4;  and  the 
Patent  Act  35  U.S.C.  271  et  seq. 

Violation  of  State  and  Federal  Laws  Regarding  RSVIG-IV: 

This  report  also  describes  how  certain  laws  and  regulations  of  the 
Commonwealth  and  the  United  States  government  may  have  been  violated  by  the 
above-mentioned  parties. 

Private  Pharmaceutical  Company's  Cost  Mark-Up  for  RSVIG-IV: 

Although  Commonwealth  employees  developed  this  drug  in  Commonwealth 
facilities,  it  appears  that  the  actions  of  a  few  parties,  who  stand  to  gain  financially, 
have  caused  this  state  to  lose  the  opportunity  to  price  the  drug  at  a  reasonable  cost. 
This  Office  has  learned  that  treatment  costs  associated  with  RSVIG-IV,  in 
Massachusetts  and  every  other  place  where  RSVIG-IV  is  available,  have  become 
unconscionably  and  in  some  instances,  prohibitively,  expensive.  For  example,  a  full 
season's  treatment  for  a  child  weighing  16  to  20  pounds  would  apparently  cost 
$9,000  per  child.  To  date,  50  of  51  Medicaid  plans  have  approved  the  use  of 
RespiGam  (RSVIG-IV's  trade  name)  for  in-patient  and  out-patient  infusions  and  the 
majority  of  Medicaid  plans  also  now  cover  it  in  the  home  health  care  setting.  Many 
of  the  patients  that  physicians  want  to  treat  with  RSVIG-IV  are  covered  by  State 
Medicaid  programs  and  thus,  the  costs  of  RSVIG-IV  would  likely  be  paid  for  by  the 
taxpayers. 

Licensing  of  Second  Biologic  Product  -  CMVIG-IV: 

The  report  also  describes  how  MHRI  licensed  a  second  biologic  product, 
CMVIG-IV,  developed  at  MPHBL,  to  Medlmmune  in  apparent  violation  of  an  agreement 
entered  into  between  the  vendor  and  DPH.  The  report  discusses  how  MHRI  retained 
approximately  $441,000  in  unauthorized  royalty  revenue  from  sale  of  that  drug 
between  FY  1 990  and  FY  1 996. 
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The  Accounting  Practices  of  the  Commonwealth's  Fiscal  and  Administrative  Agent: 
The  report  analyzes  how  MHRI  may  have  retained  substantially  more 

compensation,  totaling  approximately  $4.2  million,  than  authorized  by  contract  with 

the  state  for  serving  as  the  MPHBL  fiscal  and  administrative  agent. 

Unreimbursed  Manufacturing  Expenses: 

This  report  describes  how  Medlmmune  and  MHRI  have  apparently  not  fully 
reimbursed  the  Commonwealth  for  all  of  its  direct  and  indirect  costs  of  manufacturing 
RSVIG-IV  and  CMVIG-IV.  These  unreimbursed  expenses  may  total  more  than  $3 
million. 

Total  Estimated  Damages  to  the  Commonwealth  of  $67.64  million: 

This  report  demonstrates  that  Commonwealth  stands  to  lose  a  total  of 
approximately  $67.64  million  from  the  misappropriation  of  the  RSVIG-IV  invention, 
loss  of  proprietary  rights  to  RSVIG-IV,  loss  of  royalties  from  CMVIG-IV,  loss  of 
manufacturing  revenues,  and  unreimbursed  overhead  costs. 

Improper  Actions  by  DPH  Officials  and  Attorneys: 

The  report  also  describes  how  DPH  officials  knowingly  violated  state  finance 
law  by  using  a  Commonwealth  vendor  as  an  illegal  fiscal  conduit  to  receive  and 
expend  funds  required  by  law  to  be  paid  to  the  General  Fund  of  the  Commonwealth. 
DPH  officials  also  apparently  violated  state  contracting  rules  in  awarding  no-bid 
contracts  to  MHRI  and  Medlmmune.  Through  the  vendor,  DPH  appears  to  have 
created  and  operated  off-budget  accounts  for  receipt  and  expenditure  of  royalties  and 
manufacturing  revenue  from  RSVIG-IV  and  CMVIG-IV,  in  violation  of  the  state 
Constitution  and  the  state's  finance  laws. 

DPH's  and  MHRI's  hinderance  of  efforts  to  recover  potential  damages: 

This  Office  notes  with  dismay  that  DPH  officials  have  responded  defensively 
to  this  Office's  review  of  activity  at  MPHBL.  When  this  Office  disclosed  the  private 
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royalty  arrangements  between  MHRI,  the  Director  and  the  Deputy  Director,  a  DPH 
spokesperson  immediately  responded  by  stating  that  the  Commonwealth  had 
negotiated  a  fair  deal  for  RSVIG-IV.  DPH  officials  later  revealed  that  DPH  had  not 
attempted  to  make  an  independent  assessment  of  whether  the  Commonwealth  would 
be  fairly  compensated  under  the  RSV  License  Agreement,  that  no  DPH  attorney 
reviewed  the  license  agreement  in  advance,  and  that  the  Commissioner  had  not 
approved  it.  The  Assistant  Commissioner  who  signed  the  RSV  Research  Agreement 
stated  to  this  Office  that  he  relied  upon  the  recommendations  of  MHRI,  the  Director, 
and  the  Deputy  Director  in  determining  whether  the  deal  was  fair.  These  parties, 
however,  apparently  failed  to  disclose  to  him  their  private  financial  arrangements 
concerning  royalties  to  RSVIG-IV. 

Of  particular  concern  to  this  Office  is  the  apparent  fact  that  DPH  officials 
recently  authorized  MPHBL  and  MHRI  officials  to  spend  between  $20,000  and 
$30,000  in  funds  belonging  to  the  taxpayers  of  the  Commonwealth  to  hire 
consultants,  hand-picked  by  the  parties  whose  actions  are  in  question,  to  argue  that 
the  Commonwealth  should  not  receive  additional  compensation  for  RSVIG-IV.  Even 
after  the  Legislature  passed  Chapter  334  of  the  Acts  of  1 996,  transferring  authority 
over  the  state  laboratories  to  the  University  of  Massachusetts  effective  January  1 , 
1997,  the  very  officials  at  MPHBL  and  MHRI  whose  actions  are  under  investigation 
have  apparently  been  allowed  to  continue  to  use  Commonwealth  funds  to  undermine 
potential  recovery  actions  by  the  University  of  Massachusetts  and  the 
Commonwealth.  This  Office  asserts  that  these  funds  were  apparently  spent  to  defend 
the  actions  of  the  DPH  and  MHRI  officials  in  question.  Legal  experts  advising  this 
Office  have  concluded  that  the  consultant's  report,  written  pursuant  to  a  contract 
between  MHRI  and  the  consultants,  was  seriously  flawed. 

Conclusion: 

This  report  sets  forth  this  Office's  findings  about  the  actions  of  the  individuals 
and  entities  involved  in  the  events  described  above.  It  presents  an  analysis  of  the 
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critical  agreements  between  the  parties,  demonstrating  that  a  private  pharmaceutical 
company  does  not  hold  a  valid  license  to  manufacture  and  sell  RSVIG-IV.  This  report 
also  sets  forth  facts  and  circumstances  which  suggest  that  these  agreements  may 
have  been  executed  by  fraudulent  means. 

The  Commonwealth  paid  valuable  consideration  to  obtain  the  good  faith 
services  of  its  employees  and  its  fiscal  and  administrative  agent,  free  from  deceit, 
fraud,  dishonesty,  favoritism,  and  conflict  of  interest.  This  report  sets  forth  facts 
indicating  that  the  public  trust  was  violated  on  numerous  occasions.  The  total  amount 
of  money  potentially  due  the  Commonwealth  approximates  $67.64  million  dollars. 

The  report  recommends  that  the  Commonwealth  take  action  to  recover  the 
State's  property  and  other  monetary  damages  from  the  parties  involved.  In  addition 
to  recovery  actions  initiated  by  the  Commonwealth's  Office  of  the  Attorney  General, 
this  report  also  recommends  that  other  agencies  of  the  state  and  federal  government 
take  appropriate  action. 

III.  Overview 

During  a  four  year  period  beginning  in  1985  and  ending  in  June  of  1989,  the 
MPHBL  Director  supervised  state  employees  in  a  research  project  conducted  at  the 
MPHBL  facility.  The  project  operated  under  an  Initial  Investigational  New  Drug 
Application,  approved  by  the  U.S.  Food  and  Drug  Administration  (FDA),  and  was 
designed  with  the  intention  of  inventing  a  safe  and  effective  hyperimmune  globulin 
product  to  prevent  pneumonia  caused  by  respiratory  syncytial  virus  (RSV).  A 
hyperimmune  globulin  is  a  highly  concentrated  protein,  derived  from  human  blood 
plasma,  used  to  prevent  infections  in  high-risk  individuals. 

According  to  documents  reviewed  by  this  Office,  by  early  1989,  the 
Commonwealth's  ongoing  RSV  research  had  succeeded  in  developing  a  screening 
process  which  could  be  used  to  manufacture  an  effective  antiviral  agent  to  RSV.  By 
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August  1989,  documents  reviewed  by  this  Office  suggest  that  the  MPHBL  Director 
had  taken  steps  to  transfer  rights  to  the  invention  for  his  own  personal  gain. 

On  June  23,  1989,  the  MPHBL  Director  met  the  President  of  Medlmmune,  a 
private  pharmaceutical  company,  in  Boston.  It  appears  that  the  purpose  of  the  meeting 
was  to  formalize  a  "Confidentiality  Agreement"  between  himself  as  an  individual  and 
Medlmmune.  The  Confidentiality  Agreement  described  the  MPHBL  Director  as  "the 
developer."  The  Confidentiality  Agreement  states  that  the  Director  has  certain 
confidential  information  regarding  the  development,  use,  strategies  and  technology 
associated  with  RSV  immunotheraputics.  The  agreement  further  states  that  the 
agreement  is  made  in  contemplation  of  their  collaboration  on  the  development  and 
sale  of  an  RSV  immunotherapeutic  and  permits  disclosure  of  confidential  information 
between  the  parties  toward  that  aim.  It  was  under  this  agreement  that  the  Director 
shortly  thereafter  provided  to  Medlmmune's  President  the  technical  data  and  research 
results  used  by  Medlmmune's  attorneys  to  draft  a  patent  on  the  RSV  screening 
invention  in  the  Director  and  Deputy  Director's  names. 

It  appears  that  the  Director  did  not  have  authorization  from  DPH  officials  to 
enter  into  a  Confidentiality  Agreement  with  Medlmmune,  the  subject  of  which  is 
proprietary  information  owned  by  the  Commonwealth.  This  Office  learned  through 
interviews  that  at  this  time,  neither  the  DPH  Associate  Commissioner,  the  Assistant 
Commissioner  responsible  for  MPHBL  nor  the  DPH  Acting  General  Counsel  had  been 
informed  that  a  patentable  invention  had  been  developed  at  the  MPHBL. 

In  July  1989,  the  MPHBL  Director  sent  a  memorandum  to  the  President  of 
Medlmmune  and  its  affiliate,  Pediatric  Pharmaceutical,  Inc.  (PPI),  which  contained 
detailed  technical  data  and  scientific  information  summarizing  the  results  of  the 
Commonwealth's  RSV  experiments  and  describing  the  trade  secret.  On  August  16, 
1989,  documents  indicate  that  the  MPHBL  Director,  Deputy  Director,  the  Executive 
Director  of  MHRI,  the  President  of  Medlmmune  and  the  President  of  PPI  met  and 
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agreed  to  "do  their  best  to  obtain  maximum  patent  protection"  on  the  invention.3 

By  January  30,  1990,  Medlmmune  had  acquired  sufficient  information  on  the 
Commonwealth's  RSVIG-IV  invention  to  prepare  an  initial  draft  of  a  patent  application 
on  the  RSV  screening  process  on  behalf  of  the  MPHBL  Director  and  Deputy  Director. 
Later,  the  MPHBL  Director  and  Deputy  Director  patented  the  screening  process  in  their 
own  names  as  sole  inventors,  without  DPH's  knowledge.  The  FDA  approved  the 
manufacture  of  RSVIG-IV  by  MPHBL  using  the  patented  screening  process. 

This  Office  contends  that  the  Director  and  Deputy  Director  were  not  authorized 
by  DPH  officials  to  enter  into  patent  discussions  with  Medlmmune  regarding  the 
Commonwealth's  product  or  to  patent  the  invention  without  informing  DPH. 

According  to  intellectual  property  experts  who  advised  this  Office  in  regard  to 
this  issue,  the  right  to  a  patented  product  developed  by  employees  of  the 
Commonwealth  belongs  indisputably  to  the  Commonwealth.  When  inventions  are 
developed  for  an  employer,  employees  who  may  hold  the  patent  in  their  names  must 
assign  the  patent  to  the  employer. 

On  October  13,  1989,  subsequent  to  the  development  of  the  drug-related 
invention,  the  Deputy  Director  speculated  in  a  memo  about  whether  "the  whole  team" 
could  receive  royalties  on  the  invention.  Without  disclosing  that  the  RSV  screening 
invention  had  already  been  made  and  reduced  to  practice,  the  Deputy  Director  posed 
this  question  to  the  DPH  Assistant  Commissioner  in  charge  of  MPHBL.  According  to 
the  sworn  testimony  of  the  Assistant  Commissioner,  he  specifically  told  them  that 
state  employees  could  not  receive  such  royalties.  Furthermore,  the  Assistant 
Commissioner  stated  that  this  question  had  arisen  in  the  past  and  the  response  has 
always  been  that  state  employees  were  prohibited  by  DPH  from  receiving  royalties. 


Medlmmune  terminated  its  relationship  with  PPI  on  June  29,  1990. 
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It  appears  that  as  a  result  of  DPH's  policy  prohibiting  state  employees  from 
receiving  royalties  on  inventions,  the  Director  and  Deputy  Director  devised  and 
executed  a  course  of  action  to  evade  the  prohibition,  working  with  MHRI  and 
Medlmmune  to  do  so.  This  Office  contends  that  it  was  the  duty  of  the  Director  and 
the  Deputy  Director  to  disclose  to  DPH  officials  the  results  of  the  Commonwealth's 
research  project,  including  the  fact  that  a  patentable  invention  had  been  made. 

On  August  16,  1989,  the  Director,  Deputy  Director,  the  Executive  Director  of 
MHRI,  the  President  of  Medlmmune,  and  the  President  of  PPI  held  meetings  to  discuss 
patent  protection  for  the  invention  and  market  potential  for  RSVIG-IV.  According  to 
a  memorandum  summarizing  the  meeting,  they  agreed  to  do  their  best  "to  obtain 
maximum  patent  protection."  Documents  reviewed  by  this  Office  suggest  that  by  this 
date,  Medlmmune  and  PPI  had  already  drafted  a  marketing  plan  for  the  new  drug  and 
estimated  the  maximum  market  potential,  solely  for  preventative  use  against  RSV 
pneumonia,  to  be  200,000  doses  per  year.  Their  analysis  was  based  on  four  or  five 
doses  per  treatment.  At  Medlmmune's  1996  price  per  vial  of  $479.37,  this  volume 
alone  would  generate  annual  sales  of  $95.8  million;  however,  documents  suggest  that 
Medlmmune  and  PPI  thought  the  potential  market  for  therapeutic  use  of  the  invention 
was  much  greater  than  this  preventative  use. 

In  order  to  further  their  plan  to  receive  royalties,  it  appears  that  the  Director  and 
Deputy  Director  agreed  to  feign  that  the  Commonwealth's  RSV  research  efforts  had 
not  yet  produced  an  invention  in  order  that  they  could  later  represent  to  DPH  that  the 
invention  was  made  by  MHRI  employees  at  a  later  date.  The  evidence  reviewed  by 
this  Office  suggests  that,  without  informing  DPH  officials  that  an  invention  had 
already  been  made  by  state  employees  in  the  state  laboratories,  MHRI's  Executive 
Director,  the  MPHBL  Director,  and  Deputy  Director  requested  that  MPHBL  enter  into 
a  new  Memorandum  of  Understanding  (MOU)  with  MHRI.  One  of  the  supposed 
intents  of  the  new  MOU  was  to  try  to  invent  a  screening  process  which  could  be  used 
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to  manufacture  a  drug  for  use  against  RSV  pneumonia. 

The  above  individuals  proposed  the  terms  to  govern  the  new  MOU.  The 
operating  rules  were  different  than  that  of  previous  MOUs.  They  proposed  that  MHRI 
and  its  employees  be  allowed  to  earn  royalties  from  inventions  made  by  MHRI 
employees  during  the  term  of  the  MOU.  They  also  proposed  that  the  salaries  of  the 
Director  and  Deputy  Director  be  jointly  paid  by  MHRI  and  MPHBL. 

DPH  agreed  to  enter  into  the  new  MOU  (the  1989  MOU)  with  MHRI  under  the 
new  terms  proposed  by  the  above  parties.  This  Office  contends  that  DPH's  consent 
to  authorize  the  RSV  research  project  as  part  of  the  1 989  MOU,  under  the  new  terms, 
laid  the  groundwork  for  the  parties  to  implement  their  plan  to  acquire  ownership  of 
and  proceeds  from  the  new  drug. 

The  pertinent  documents  that  formed  the  heart  of  the  plan  took  the  form  of  a 
series  of  agreements  related  to  RSVIG-I V.  The  first  agreement  in  the  series  was  the 
1989  MOU,  negotiated  and  signed  in  late  1989.  The  MOU  served  as  the  operative 
contract  between  MPHBL  and  MHRI  for  the  conduct  of  five  different  research 
programs  set  forth  in  five  appendices  to  the  MOU.  One  of  these  was  the  RSV 
research  program.  The  MOU  specifically  named  the  Director  as  the  individual 
responsible  for  identifying  potentially  patentable  scientific  technology  developed  during 
the  term  of  the  MOU's  research  programs.  This  Office  contends  the  inclusion  of  this 
provision  in  the  1989  MOU  permitted  MPHBL's  Director  to  unilaterally  determine  later 
that  the  RSV  screening  invention  was  developed  by  himself  and  the  Deputy  Director 
during  the  term  of  the  1989  MOU  and  not  earlier. 

Significantly,  earlier  draft  versions  of  the  1989  MOU  provided  that  another 
person,  the  Assistant  Commissioner  responsible  for  MPHBL,  would  be  responsible  to 
identify  scientific  technology  developed  during  the  term  of  the  MOU's  research 
programs.    In  later  drafts,  this  provision  was  changed  to  designate  the  Director 
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instead. 


The  description  of  the  RSV  research  program  set  forth  in  an  appendix  to  the 
1989  MOU  stated  that  Medlmmune  and  PPI  proposed  to  fund  the  research  and 
development  of  a  RSV  immunoglobulin.  This  Office's  report,  however,  demonstrates 
that  Medlmmune's  sponsorship  did  not  contribute  in  any  way  to  the  making  of  the 
Commonwealth's  RSV  screening  invention.  According  to  documents  reviewed  by 
both  this  Office  and  a  law  firm  which  advised  this  Office,  the  RSV  screening  invention 
had  been  developed  months  before  the  MOU  was  executed.  Records  also 
demonstrate  that  the  invention  had  been  reduced  to  practice,  and  that  RSVIG-IV  had 
been  successfully  manufactured  by  MPHBL  for  national  clinical  trials  using  the 
screening  invention,  prior  to  Medlmmune's  involvement  under  the  RSV  agreements. 

Evidence  suggests  that  the  crux  of  the  MPHBL  Director  and  Deputy  Director's 
attempts  to  earn  royalties  on  the  new  drug  was  a  provision  in  the  MOU  that  permitted 
their  salaries  to  be  jointly  paid  by  MPHBL  and  MHRI.  Records  demonstrate  that  the 
Director  proposed  the  establishment  of  such  a  joint  salary  arrangement  to  the 
Assistant  Commissioner.  This  provision  allowed  the  Director  and  Deputy  Director  to 
later  muddle  the  truth  and  claim  that  the  invention  was  developed  by  them  as  MHRI, 
not  MPHBL  employees.  Since  the  1989  MOU  allowed  royalties  to  be  paid  to  MHRI 
and  its  employees  only  on  technology  developed  by  MHRI  employees  during  the  term 
of  the  MOU,  the  joint  salary  provision  was  key  to  their  attempt  to  earn  royalties. 

The  MOU  contained  two  provisions  that  were  intended  to  safeguard  the 
Commonwealth's  interests  in  any  product  developed  during  the  biologies  research 
project: 

(1 )  a  requirement  that  MHRI  could  not  enter  into  third-party  agreements  before 
receiving  written  certification  that  the  DPH  Commissioner  had  approved  such 
agreement,  and; 

14 


(2)  a  requirement  that  [the  Assistant  Commissioner]  would  have  authority  to 
make  all  decisions  as  to  the  nature  and  content  of  the  project  and  may  "designate  a 
representative  who  shall  be  a  state  employee  to  represent  the  interests  of 
MDPH/MPHBL  when  appropriate  in  discussions  between  MHRI  and  third  parties." 

A  review  of  events  surrounding  the  execution  of  subsequent  RSV  agreements 
suggests  that  the  MPHBL  Director,  Deputy  Director  and  MHRI's  Executive  Director 
wholly  disregarded  these  safeguards. 

Within  days  of  entering  into  the  1989  MOU,  the  parties  disregarded  the  first 
safeguard  by  executing  three  substantive  agreements  with  third  parties  apparently 
without  the  Commissioner's  approval.  In  fact,  in  sworn  interviews  conducted  by  this 
Office,  the  Commissioner  stated  that  he  was  not  aware  of  the  existence  of  the 
proposed  RSV  License  Agreement,  RSV  Research  Agreement  or  RSV  Supply 
Agreement  before  they  were  executed  and  did  not  approve  them.  In  other  testimony, 
the  Commissioner  and  the  Assistant  Commissioner  responsible  for  oversight  at  MPHBL 
both  said  that  they  were  not  aware  that  the  Director  and  Deputy  Director  expected 
to  receive  royalties  from  the  Commonwealth's  invention  until  this  Office  revealed  it 
in  a  letter  to  the  General  Court  on  February  22,  1996. 

MHRI's  Executive  Director,  and  the  MPHBL  Director  and  Deputy  Director  also 
evaded  the  purpose  of  the  second  safeguard,  which  intended  that  a  state  employee, 
either  the  Assistant  Commissioner  or  where  appropriate  a  designated  employee, 
attend  meetings  between  MHRI  and  third  parties  to  represent  the  interest  of  the 
Commonwealth.  According  to  testimony  of  the  Assistant  Commissioner,  no  other 
DPH  administrators  besides  the  Director  and  Deputy  Director  ever  met  with  any  official 
from  Medlmmune  until  the  Spring  of  1996.  This  Office  concludes  therefore  that  the 
Director  and  Deputy  Director  served  as  the  designated  representatives  to  oversee 
dealings  between  MHRI  and  Medlmmune  and  represent  the  state's  interest.  What  the 
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Assistant  Commissioner  did  not  know  was  that  the  parties  whom  he  apparently  gave 
responsibility  to  represent  the  state's  interest  had  an  apparent  undisclosed  conflict  of 
interest  because  of  their  financial  interest  in  RSVIG-I V. 

On  or  about  January  5,  1 990,  MHRI  executed  an  RSV  License  Agreement  with 
Medlmmune.  On  that  same  date,  MHRI,  MPHBL  and  Medlmmune  executed  two  other 
agreements  entitled  "RSV  Research  Agreement"  and  "RSV  Supply  Agreement."  This 
Office's  analysis  of  the  obligations  imposed  by  these  contracts  reveals  that  the 
Commonwealth  did  not  grant  to  Medlmmune  the  right  to  make  or  sell  RSVIG-I V  under 
the  Commonwealth's  FDA  license  to  manufacture  biologic  products.  These 
agreements  do  not  grant  Medlmmune  ownership  of  RSVIG-IV;  they  do  not  grant 
Medlmmune  the  right  to  manufacture  RSVIG-IV  under  the  Commonwealth's  FDA 
facility  license;  they  do  not  grant  Medlmmune  the  right  to  sell  RSVIG-IV  under  the 
Commonwealth's  FDA  product  license;  and  they  do  not  permit  Medlmmune  to  compel 
the  Commonwealth  to  supply  RSVIG-IV  to  Medlmmune. 

This  Office  contends  that  the  agreements  do  not  grant  Medlmmune  these  rights 
because  under  the  RSV  License  Agreement,  Medlmmune  designated  MHRI  and  only 
MHRI  as  the  "Licensor.".  All  references  to  the  Commonwealth  were  omitted  as 
Licensor  under  the  RSV  License  Agreement.  By  naming  MHRI  instead  of  MPHBL  as 
licensor,  the  parties  avoided  having  to  run  the  gauntlet  of  state  government  approval 
thereby  risking  exposure  of  their  plan  to  receive  royalties. 

Under  the  License  Agreement,  the  "Licensor"  grants  Medlmmune  the  right 
under  "Licensor's"  government  licenses  to  make,  have  made,  use  and  sell  licensed 
products  such  as  RSVIG-IV.  The  effect  of  substituting  MHRI  for  MPHBL  as  "Licensor" 
was  to  narrow  the  scope  of  the  license  to  exclude  licenses  and  technology  owned  by 
the  Commonwealth.  The  Commonwealth  exclusively  holds  the  FDA  product  license 
and  the  FDA  facility  license  for  RSVIG-IV.  The  Commonwealth  also  exclusively  owns 
technology  that  was  developed  by  state  employees  at  MPHBL. 
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No  provision  of  the  RSV  Research  Agreement  grants  Medlmmune  the  right 
under  MPHBL's  government  licenses  to  make,  have  made,  use  and  sell  licensed 
products  such  as  RSVIG-I V. 

Likewise,  no  provision  of  the  RSV  Supply  Agreement  requires  the 
Commonwealth  to  manufacture  and  supply  RSVIG-IV  to  Medlmmune  after  FDA 
licensure.  Upon  one  year  prior  notice,  MPHBL  may  discontinue  supplying  RSVIG-IV 
to  Medlmmune. 

This  Office  contends  that  the  Commonwealth,  if  it  so  chooses,  may  license  and 
supply  RSVIG-IV  to  another  pharmaceutical  company,  or  to  Medlmmune,  under  more 
favorable  terms  to  the  state.  Alternatively,  the  Commonwealth  could  decide  to  supply 
RSVIG-IV  directly  to  medical  facilities  anywhere  in  the  world  without  approval  of 
Medlmmune. 

Moreover,  in  accordance  with  the  Supply  Agreement,  the  Commonwealth  has 
been  manufacturing  RSVIG-IV  exclusively  for  Medlmmune's  distribution  and  sale  at 
a  loss  to  the  Commonwealth  taxpayers.  This  report  will  describe  that  the 
Commonwealth  has  not  received  full  reimbursement  for  all  of  its  direct  and  indirect 
costs  associated  with  the  manufacture  of  RSVIG-IV  and  other  products  from 
Medlmmune  and  MHRI. 

Section  IV  of  the  1989  MOU  established  a  distribution  formula  for  royalties 
from  technology  developed  during  the  term  of  the  biologies  research  project.  In  the 
history  of  the  MHRI/DPH  relationship,  the  1 989  MOU  represented  the  first  time  a 
royalty-sharing  arrangement  had  been  established  to  allow  MHRI  to  share  in  royalties. 
This  section  appears  to  have  been  included  after  the  invention  had  already  been  made 
as  a  way  to  ensure  that  the  MPHBL  Director,  Deputy  Director  and  MHRI  would 
received  a  share  of  the  royalties  from  the  RSV  screening  invention. 
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Under  the  1989  MOU,  MHRI  was  entitled  to  retain  for  its  services  an  overhead 
amount  equal  to  1 1  percent  of  the  total  direct  costs  of  the  project  (not  including 
royalties).  Under  the  MOU,  the  Commonwealth  owned  the  right  to  all  royalties  and 
licensing  income  from  the  project,  except  in  the  case  where  the  royalties  resulted  from 
"licensure  by  MHRI  of  technology  developed  by  MHRI  personnel  during  the  term  of  the 
project."  Royalties  and  other  payments  made  to  MHRI  as  a  result  of  licensure  by 
MHRI  of  technology  developed  by  MHRI  employees  during  the  term  of  the  project 
were  to  be  distributed  as  follows: 

1 .  Ten  percent  will  be  paid  to  the  General  Fund  of  the  Commonwealth  (i.e.,  10 
percent  of  the  3  percent  royalties  paid  by  Medlmmune  for  MHRI-developed 
technology)  to  acknowledge  the  efforts  of  the  state  in  this  collaboration. 

2.  Thirty  percent  is  set  aside  for  the  benefit  of  MHRI  personnel  who  developed 
the  patented  technology  (i.e.,  30  percent  of  the  3  percent  royalties  paid  by 
Medlmmune  for  MHRI-developed  technology). 

3.  Twenty  percent  is  retained  by  MHRI  in  lieu  of  overhead  charges  (i.e.,  30 
percent  of  the  3  percent  royalties  paid  by  Medlmmune  for  MHRI-developed 
technology). 

4.  Forty  percent  (or  the  balance  remaining)  is  set  aside  by  MHRI  into  a  separate 
account  under  the  control  of  MHRI,  to  be  used  to  further  the  mission  of  MPHBL  (i.e., 
40  percent  of  the  3  percent  royalties  paid  by  Medlmmune  for  MHRI-developed 
technology). 

The  law  office  of  Bromberg  &  Sunstein  conducted  a  summary  assessment  of 
the  investigational  record  for  development  of  RS VIG-I V.  Using  impartial  legal  experts 
and  an  expert  scientist  and  patent  agent,  the  firm  evaluated  the  royalty  and 
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production  arrangements  for  the  RSVIG-IV  product. 

In  the  opinion  of  Bromberg  and  Sunstein,  the  Commonwealth  should  have 
received  a  minimum  of  10  percent  of  royalties  (i.e.,  1/10  of  net  sales),  plus  other 
milestone  and  profit-sharing  payments,  from  the  sale  of  RSVIG-IV.  Instead,  under  the 
RSV  agreements,  as  administered  by  MHRI,  the  Commonwealth  will  receive  only  ten 
percent  of  the  three  percent  royalties  paid  by  Medlmmune  to  MHRI  (i.e.,  3/1000  of 
net  sales). 

On  March  13,  1991,  15  months  after  the  MOU  was  executed,  the  MPHBL 
Director  and  Deputy  Director  personally  entered  into  a  patent  assignment  agreement 
as  inventors  with  MHRI.  According  to  the  sworn  testimony  of  DPH  officials,  this 
agreement  was  executed  without  DPH's  knowledge.  This  Office  contends  that  its 
execution  was  unauthorized. 

The  purpose  of  the  agreement  is  three-fold: 

First,  the  agreement  serves  as  a  declaration  that  the  two  state  employees  had 
made  the  RSVIG-IV-related  invention  in  their  capacities  as  MHRI  employees  during  the 
term  of  the  research  program. 

Second,  assigns  the  Commonwealth's  patent  rights  to  MHRI  in  return  for 
royalty  rights  estimated  to  be  worth  $6.3  million. 

And  third,  the  agreement  declares  that  MHRI  will  license  the  invention  and 
resultant  RSVIG-IV  to  Medlmmune  in  exchange  for  licensing  fees  and  future  royalties.4 

By  representing  that  they  invented  RSVIG-IV  as  MHRI  employees,  and  then 


'h'his  report  uses  the  term  RSVIG-IV(RespiGam)  for  consistency  in  the  discussion  that  follows. 
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assigning  the  RSVIG-IV  patent  to  MHRI,  the  Director  and  Deputy  Director  stood  to 
receive  millions  of  dollars  in  compensation  through  royalties  paid  by  Medlmmune  to 
MHRI  on  sales  of  the  drug,  RSVIG-IV.  Moreover,  MHRI  stood  to  gain  millions  of 
dollars  in  royalty  rights  from  the  assignment.  Medlmmune,  in  turn,  stood  to  reap  the 
largest  share  of  revenue  from  exclusive  rights  to  sell  RSVIG-IV. 

Evidence  reviewed  by  this  Office  suggests  that  from  the  agreements  and 
information  describing  the  agreements,  the  DPH  Commissioner  was  led  to  believe  by 
MHRI,  the  Director  and  the  Deputy  Director  that  the  Director  and  Deputy  Director  had 
developed  the  screening  invention  and  drug  during  the  term  of  the  1 990  research 
project  with  MHRI,  rather  than  during  the  Commonwealth's  on-going  RSV  research 
prior  to  1 990.  Because  the  DPH  Commissioner  apparently  had  no  reason  to  doubt  the 
representation  made  to  him,  he  erroneously  concluded  that  MHRI  owned  the 
technology.  In  an  October  19,  1995  letter  to  the  Inspector  General,  the  DPH 
Commissioner  stated  "[b]ecause  MHRI  employees  developed  the  technology  on  which 
the  licensing  agreements  are  based,  MHRI  retains  ownership  rights  in  that 
technology." 

Since  the  1989  MOU  permitted  MHRI  and  its  employees  to  retain  a  substantial 
proportion  of  the  royalty  payments  made  to  MHRI  as  a  result  of  the  licensure  of 
technology  developed  by  MHRI  employees  during  the  term  of  the  research  project,  the 
apparent  misrepresentation  was  critical  to  MHRI's,  the  Director's  and  the  Deputy 
Director's  claim  to  royalties. 

Furthermore,  because  the  Commonwealth  lost  control  of  the  opportunity  to 
price  the  drug  for  use  at  a  cost  which  is  reasonable,  treatment  costs  associated  with 
the  use  of  RSVIG-IV  have  become  unconscionably  and  in  some  instances,  prohibitively 
expensive. 

Medlmmune  also  benefitted  by  creating  the  false  impression  that  the  RSV 
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screening  invention,  and  the  drug  RSViG-l V,  had  been  developed  by  MHRI  employees 
during  the  research  agreement.  In  disclosures  to  the  Securities  and  Exchange 
Commission  (SEC),  Medlmmune  indicated  that  the  RSV  screening  invention,  and  the 
drug  RSVIG-IV,  had  been  developed  during  the  term  of  the  agreement  by  MHRI  and 
Medlmmune's  subcontractor,  the  Jackson  Foundation.  Medlmmune's  disclosure 
included  the  statement  that  Medlmmune  "in  conjunction  with  MHRI  and  the  Henry  M. 
Jackson  Foundation,  has  developed  a  high  concentration  of  RSV  immune  globulin  . 
.  .  for  prevention  and  treatment  of  RSV  disease." 

These  statements  suggested  to  the  SEC  and  potential  Medlmmune  investors 
that  Medlmmune  was  responsible  for  development  of  RSVIG-IV.  In  fact,  RSVIG-IV 
had  been  developed,  and  was  undergoing  national  multi-center  clinical  trials,  prior  to 
the  date  that  Medlmmune  executed  its  RSV  License  and  RSV  Research  Agreements. 
By  representing  that  the  RSV  technology  had  been  developed  during  the  term  of  the 
agreements,  Medlmmune  benefitted  because  it  had  a  license  from  MHRI  to  make  and 
sell  products  based  on  technology  developed  by  MHRI  employees. 

Records  reviewed  by  this  Office  indicate  that  crucial  information  regarding  the 
role  of  MPHBL  in  the  development  of  the  RSV  screening  invention  and  the  drug  was 
deleted  by  Medlmmune  in  mandatory  filings  with  the  SEC.  The  SEC  Form  S-1,  a 
registration  statement  under  the  Securities  Act  of  1933,  requires  that  a  company 
inform  investors  of  essential  facts  and  circumstances  concerning  its  operations  and 
assets.  Medlmmune  deleted  all  references  to  MPHBL's  role  in  the  RSVIG-IV  research 
project. 

Documents  reviewed  by  this  Office  indicate  that  Medlmmune  deleted  these 
references  at  the  request  of  MPHBL's  Director,  as  conveyed  to  Medlmmune  through 
MHRI's  Executive  Director.  The  MPHBL  Director  also  requested  that  Medlmmune 
delete  references  in  its  1991  Form  S-1  to  MPHBL's  screening  method,  invented  prior 
to  the  research  project. 
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The  draft  of  this  form,  as  submitted  to  MHRI  and  the  Director,  stated  that  the 
RSV  research  project  was  intended  to  develop  alternate  plasma  screening  methods  for 
use  by  Medlmmune  for  CMV  and  RSV  immune  globulin  products.  The  Director 
requested  that  Medlmmune  delete  the  description  of  the  research  project  related  to 
the  development  of  alternate  screening  methods. 

By  eliminating  these  references  at  the  Director's  request,  Medlmmune 
apparently  cooperated  in  conveying  the  false  impression  that  the  research  project  was 
intended  to  develop  the  very  screening  method  invented  by  the  Director,  the  Deputy 
Director  and  other  state  employees  prior  to  the  start  of  the  research  agreement.  This 
apparent  deception  effectively  exaggerated  to  the  SEC,  and  to  prospective  investors, 
Medlmmune's  role  in  the  development  of  RSVIG-I V  and  hid  from  the  Commonwealth 
the  actual  timing  of  the  invention. 

Medlmmune's  SEC  1991  Form  S-1  also  disclosed  two  agreements  which 
indicated  that  the  goal  of  the  RSV  research  project  was  to  develop  the  RSV  screening 
method  and  RSVIG-IV.  Medlmmune's  research  agreement  with  the  Henry  M.  Jackson 
Foundation,  submitted  by  Medlmmune  to  the  SEC  with  its  Form  S-1,  stated  that  the 
purpose  of  the  research  project  was  to  develop  a  "1st  generation  RSV  screened 
product"  and  "evaluate  for  best  screening  method"  during  the  term  of  the  research 
agreement.  Medlmmune's  research  agreement  with  MHRI  and  MPHBL,  as  disclosed 
in  Medlmmune's  1991  Form  S-1  to  the  SEC,  stated  that  the  project's  purpose  was 
to  "establish  and  standardize  an  assay  based  on  neutralization  of  RSV  suitable  for 
screening  of  plasma  donors",  "develop  a  first  generation  RSV  microneutralization 
assay  by  adapting  published  procedures  to  the  screening  of  large  numbers  of  plasma 
samples",  "select  preliminary  plasma  and  globulin  standards  for  screening  cut-offs" 
and  "apply  assay  to  screening  3000-5000  plasma  donors  to  select  high-titered 
individuals  for  RSVIG-IV." 

Each  of  these  statements  apparently  disguised  the  fact  that  these  goals  had 

22 


been  accomplished  prior  to  the  execution  of  the  agreement.  Since  Medlmmune  had 
been  involved  in  drafting  the  RSV  screening  patent  in  the  summer  of  1989, 
Medlmmune  apparently  knew  that  these  research  goals  had  already  been 
accomplished.  By  creating  the  false  impression  that  the  invention  and  the  drug, 
RS VIG-I V,  were  developed  during  the  term  of  the  agreements,  Medlmmune  suggested 
that  MHRI  employees  had  developed  the  invention  during  the  research  project, 
enabling  MHRI,  the  Director  and  the  Deputy  Director  to  earn  royalties  which  they 
otherwise  would  not  have  earned. 

Documents  reviewed  by  this  Office  suggest  that  Medlmmune,  apparently  at  the 
request  of  MHRI,  and  the  Director  and  Deputy  Director,  excluded  from  the  licensing 
agreement  all  discoveries  and  inventions  related  to  "the  application  of  antibodies  or 
immunoglobulins  to  in-vitro  diagnostic  assays."  This  exclusion  is  very  significant 
because  these  words  describe  the  specific  RSVIG-I V  invention  made  by  the  Director 
and  Deputy  Director  and  others  at  MPHBL.  The  exclusion  of  this  technology  from  the 
License  Agreement  paved  the  road  for  MHRI,  the  Director  and  Deputy  Director  to  later 
claim  that  RSVIG-I V(RespiGam)  royalties  were  unrelated  to  the  pre- 1 990  discoveries. 

In  violation  of  the  express  terms  of  the  MOU,  MHRI  executed  a  second  license 
agreement  with  Medlmmune  in  April  1990. 5  This  agreement  was  for  a  second 
immunoglobulin  product  developed  at  MPHBL  called  Cytomegalovirus  Immune  Globulin 
(CMVIG-IV),  trade  name  "CytoGam."  The  FDA  issued  a  license  to  MPHBL  to 
manufacture  CMVIG-IV  to  prevent  Cytomegalovirus  in  kidney  transplant  patients  a  few 
days  before  MHRI  executed  this  license  agreement  with  Medlmmune.  The 
Commissioner  of  DPH  did  not  learn  of  the  plan  to  manufacture  the  Department's  FDA 
approved  drug,  CMVIG-IV,  as  a  private  label  product,  until  several  months  after  MHRI 
had  executed  the  CMV  License  Agreement. 


5The  FDA  issued  a  product  license  for  CMVIG-IV  to  MPHBL  on  April  17,  1990,  prior  to  the  date 
that  the  CMV  License  Agreement  was  executed  by  MHRI  and  Medlmmune. 
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When  the  Director  and  Deputy  Director  finally  presented  the  agreement  to  the 
Commissioner  in  order  to  receive  his  retroactive  approval  of  an  amendment  to  the 
1989  MOU,  he  required  that  the  parties  involved,  including  the  Director  and  Deputy 
Director,  sign  a  disclosure  statement  testifying  that  they  had  no  personal  financial 
interest  in  the  arrangements.  Significantly,  no  similar  request  was  ever  made  by  the 
Director  and  Deputy  Director  asking  the  Commissioner  to  retroactively  approve  the 
RSVIG-I V  arrangements.  This  Office  asserts  that  it  is  reasonable  to  assume  that  had 
the  Director  and  Deputy  Director  presented  the  RSVIG-IV  agreements  to  the 
Commissioner  as  they  presented  the  CM VIG-IV  agreement,  the  Commissioner  would 
likewise  have  required  them  to  disclose  any  financial  interest  in  RSVIG-IV. 
Apparently,  no  such  disclosure  was  ever  made  by  them. 

Improper  retention  of  royalties  from  CMVIG-IV  by  MHRI: 

This  Office's  review  of  MPHBL  records  indicates  that  MHRI  has  improperly 
retained  more  than  $442,000  in  royalties  from  sale  of  CMVIG-IV  which  rightfully 
belong  to  the  Commonwealth  under  the  terms  of  the  1989  MOU.  Since  CMVIG-IV 
was  not  developed  by  MHRI  employees  during  the  term  of  the  1989  MOU,  MHRI  is 
entitled  to  retain  only  its  standard  overhead  rate  for  direct  project  costs  and  is  not 
entitled  to  retain  royalties.  CMVIG-IV  was  fully  licensed  by  the  FDA  prior  to  the  date 
of  the  CMVIG-IV  License  Agreement. 

Improper  retention  of  manufacturing  revenue  retained  by  MHRI: 

Records  also  indicate  that  MHRI  may  have  improperly  retained  manufacturing 
revenue  amounting  to  $4.2  million  from  Medlmmune  and  other  MPHBL  customers 
(i.e.,  the  American  Red  Cross)  between  FY  1990  and  FY  1995  in  violation  of  the 
MOU.  These  funds  should  be  repaid  to  the  Commonwealth. 

A  document,  entitled  "MPHBL  Cost  Accounting  Summary,"  provided  by  DPH, 
shows  that  MHRI  incurred  total  direct  costs  of  $26,064,292,  for  manufacturing 
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MPHBL  products  between  FY  1990  and  FY  1995.  Therefore,  according  to  the  terms 
approved  by  the  Commissioner  in  the  1 989  MOU,  MHRI  should  have  reimbursed  itself 
in  the  amount  of  $26,064,292,  for  its  total  direct  costs,  and  retained  an  additional  1 1 
percent  of  that  figure,  $2,867,072,  for  its  services,  for  a  total  of  $28,931,363. 
Instead,  MHRI  accounting  records,  provided  by  DPH,  reveal  that  this  vendor  retained 
$33,150,336,  in  the  so-called  "SLI  Revenue  Account"  that  it  established  for  the 
deposit  of  manufacturing  payments  and  of  other  non-royalty  revenue  from  the  sale  of 
MPHBL  products.  SLI  is  the  DPH  division  which  includes  the  State  biologic 
laboratories. 

This  practice  resulted  in  an  apparent  over-retention  of  $4,21 8,973. 6 

The  data  from  the  "MPHBL  Cost  Accounting  Summary"  suggests  that  MHRI's  over- 
retention  of  funds  is  the  direct  result  of  this  vendor's  practice  of  charging  additional 
overhead,  accounted  for  as  "MPHBL  ICA"  (MPHBL  indirect  cost  adjustment),  to 
contracts  for  the  manufacture  of  MPHBL  products.  MHRI's  retention  of  these 
additional  overhead  charges  was  not  authorized  by  the  Commissioner  in  the  1989 
MOU.  MHRI  appears  to  have  deposited  the  funds  charged  to  contracts  as  an  MPHBL 
ICA  into  its  SLI  Revenue  Account  but  never  to  have  credited  these  monies  to  SLI. 
Instead  MHRI  appears  to  have  retained  most  of  the  "MPHBL  ICA"  monies  for  itself. 
The  1989  MOU  did  not  authorize  MHRI  to  retain  these  funds  for  itself. 

This  Office  notes  with  alarm  that  millions  of  dollars  that  should  have  been  used 
to  reimburse  the  State  for  its  costs  for  the  manufacture  of  MPHBL  products  have 
passed  through  MHRI's  so-called  SLI  account  since  FY  1990.  Neither  DPH  or  MHRI 


According  to  cost  accounting  and  revenue  records  presented  to  this  Office  by  DPH,  MHRI  may 
owe  the  Commonwealth  approximately  $4.2  million  in  payments  for  reimbursement  of  direct  and 
indirect  expenses  made  by  MPHBL.  MHRI  is  authorized  to  retain  only  1 1  percent  of  its  total  direct 
costs  according  to  the  1 989  MOU.  Over  the  six  year  period,  $6.79  million  in  "MPHBL  ICA"  expenses 
were  listed  as  MHRI  expenses. 
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has  notified  the  State  Auditor  or  the  State  Comptroller  that  State  revenue  was  passing 
through  an  unauthorized  off-budget  account  under  the  control  of  a  State  vendor, 
MHRI.  The  result  is  that  the  State  Auditor  and  the  State  Comptroller  did  not  know 
about  these  funds.  In  this  report,  this  Office  recommends  that  the  State  Auditor  and 
the  State  Comptroller  immediately  conduct  an  audit  and  review  of  all  MHRI 
transactions  under  these  contracts. 

Medlmmune  and  MHRI's  failure  to  fully  reimburse  the  Commonwealth  for 
manufacturing  expenses: 

The  1989  MOU,  Section  IV.A.(2)  required  MDPH/MPHBL  to  reimburse 

MDPH/MPHBL  for  "any  Commonwealth  of  Massachusetts  resources  used  for  the 

Project."7  According  to  accounting  records  provided  to  this  Office  by  DPH,  the  State 

has  not  received  full  reimbursement  for  all  of  its  direct  and  indirect  costs.  This 

Office's  review  of  an  October  16,  1995  document  entitled  "SLI  Revenue  Account," 

provided  to  this  Office  by  DPH,  indicates  that  MHRI  credited  less  than  full 

reimbursement  of  the  State's  direct  and  indirect  costs. 

Neither  Medlmmune  or  MHRI  paid  the  Commonwealth's  General  Fund  rent  for 
use  of  37,840  square  feet  of  SLI/MPHBL  laboratory  and  office  space,  utilities  (e.g., 
heat,  electricity),  property  insurance,  general  administrative  expenses,  security  or 
depreciation  during  the  entire  six  year  period.  While  the  Commonwealth  will  receive 
the  depreciated  value  of  manufacturing  equipment  installed  for  the  Medlmmune 
contracts  at  the  conclusion  of  these  agreements,  the  value  of  that  depreciated 
equipment  does  not  approximate  the  value  of  the  Commonwealth's  contribution. 
Furthermore,  Medlmmune  deducted  seventy  percent  of  the  cost  of  the  equipment  that 


'Section  IV.A.(2)  of  the  1 989  MOU  states,  "MDPH/MPHBL  shall  be  responsible  for  accounting  for 
any  Commonwealth  of  Massachusetts  resources  utilized  for  the  Project."  MHRI  shall  reimburse 
MDPH/MPHBL  for  such  expenses  annual,  within  30  days  of  receipt  of  documentation  of  such 
expenses,  by  depositing  a  check  in  MDPH's  Center  for  Disease  Control  revenue  account."  The 
"Project"  is  the  "Biologies  Products  Research  Program"  referred  to  Section  I.  of  the  1989  MOU. 
MPHBL,  using  MHRI  as  its  fiscal  and  administrative  agent,  manufactured  CMVIG-IV  for  sale  by  the 
American  National  Red  Cross  Blood  Services-New  England  Region  (NERC)  and  by  Medlmmune  and 
Varicella  Zoster  Immune  Globulin  (VZIG)  another  biologic  product  developed  at  MPHBL,  for  national  sale 
by  the  American  National  Red  Cross  Blood  Servige^,  under  this  research  program. 


it  paid  to  have  installed  from  royalties  on  one  of  MPHBL's  drugs,  CMVIG-I V.  In  order 
to  calculate  what  Medlmmune  owes  the  Commonwealth  for  its  costs,  and  what  MHRI 
owes  the  Commonwealth,  the  State  must  conduct,  a  complete  audit.  This  Office 
estimates  that  approximately  $6  million  in  additional  reimbursement  is  due  the 
Commonwealth  from  Medlmmune,  as  explained  later  in  this  report.  A  document 
entitled  "Estimated  FY-1994  Cost  Analysis"  provided  to  this  Office  by  DPH  indicates 
that  MHRI  has  born  less  than  its  fair  share  of  overhead  costs  at  the  State  Laboratory 
institute. 

DPH  officials  and  attorneys  acted  in  violation  of  the  state  finance  laws  and 
contracting  procedures  to  keep  MPH6L  operating.  It  appears  that  DPH  officials 
knowingly  used  MHRI  as  an  illegal  fiscal  conduit  to  receive  and  expend  funds  that  by 
law  are  required  to  be  paid  to  the  General  Fund  of  the  Commonwealth.  In  addition, 
DPH  officials  appear  to  have  violated  state  contracting  rules  in  awarding  no-bid 
contracts  to  MHRI  and  Medlmmune. 

Through  MHRI,  DPH  apparently  created  and  operated  off-budget  accounts  for 
receipt  and  expenditure  of  royalties  and  manufacturing  revenue  from  RSVIG-IV  and 
CMVIG-IV  in  violation  of  the  state  Constitution,  Article  XLVII  (63),  and  the  state's 
finance  laws,  codified  in  M.G.L.  c.29.  DPH  appears  to  have  authorized  the 
expenditure  of  as  much  as  $40  million  dollars  over  a  six  year  period  in  violation  of 
state  laws  which  prohibit  state  agencies  from  expending  such  funds  without 
Legislative  appropriation. 

DPH  apparently  failed  to  disclose  these  off-budget  revenues  and  expenditures 
in  budget  submittals  to  the  Legislature,  or  to  notify  the  State  Comptroller  or  State 
Auditor  about  these  off-budget  accounts.  An  internal  memo  written  by  an  MPHBL 
official  to  the  Assistant  Commissioner  in  1993  in  reference  to  DPH's  proposed 
legislation  stated  that  she  was  told  by  a  staff  person  of  the  House  Ways  and  Means 
Committee  that, 
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[The  Ways  and  Means  staff  person]  was  concerned  about  the  amount  of  funds 
that  are  received  at  the  laboratory  through  MHRI  and  therefore  "off-budget" 
from  the  state  perspective.  ...  He  made  it  clear  we  had  a  lot  of  work  to  do, 
not  the  least  of  which  is  to  explain  our  way  out  of  the  fact  that  we  receive  $  1 0 
million  for  lab  functions  through  MHRI  from  various  sources  ...  he  cautions 
that  people[']s  first  take  will  be  one  of  concern,  if  not  outright  anger  or  horror 


Furthermore,  DPH  attorneys  were  apparently  fully  aware  that  such  actions 
represented  violations  of  law.  A  1 992  internal  memorandum  authored  by  DPH's  First 
Deputy  General  Counsel  identified  a  series  of  legal  problems  pertaining  to  MPHBL's 
contractual  arrangements.  In  this  memo,  the  Deputy  General  Counsel  acknowledged 
that, 

n[s]tate  agencies  generally  operate  as  part  of  a  highly  centralized  system,  in 
which  all  revenues  go  into  the  General  Fund,  each  agency  is  allotted  funds 
through  appropriation,  and  the  purchase  and  sale  of  goods  and  services  must 
run  through  elaborate  contracting  procedures.  ...  in  light  of  the  apparent 
intent  of  the  statutes  to  govern  the  conduct  of  the  operation  of  all  state 
agencies,  it  seems  reasonable  to  assume  that  the  statutes  generally  would 
apply  to  the  Biologic  Laboratory." 

Notwithstanding  its  awareness  of  these  violations  of  law,  DPH  apparently 
allowed  these  practices  to  continue  and  failed  to  turn  these  funds  over  to  the  General 
Fund  or  notify  the  State  Comptroller  or  State  Auditor  of  the  existence  of  its  off-budget 
accounts. 


DPH  officials  responded  to  this  Office's  disclosure  about  the  Director  and 
Deputy  Director's  royalty  arrangements  with  MHRI  last  February  by  immediately 
stating  that  the  Commonwealth  received  fair  compensation  for  RSVIG-I V.  This  Office 
later  learned  through  interviews  with  DPH  officials  that  at  the  time  the  contracts  were 
entered,  DPH  had  not  conducted  an  independent  assessment  of  whether  the 
percentages  to  be  received  for  RSVIG-IV  were  fair  to  the  Commonwealth. 
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The  Assistant  Commissioner  stated  that  he  had  relied  exclusively  on  the 
recommendation  of  the  Director,  Deputy  Director  and  MHRI  (parties  with  an 
undisclosed  financial  interest)  in  determining  whether  the  Commonwealth  received  a 
good  deal  on  the  percentages  negotiated  in  the  arrangement.  This  Office's  interviews 
revealed  that  no  one  in  the  Commissioner's  office,  and  no  DPH  attorney;  ever  saw  or 
knew  about  the  terms  of  the  RSVIG-IV  license  agreement  before  it  was  signed  by 
MHRI  and  Medlmmune,  and  that  DPH  was  not  aware  that  the  parties  who  negotiated 
the  terms  had  a  multi-million  dollar  interest  in  the  arrangements. 

With  regard  to  the  issues  of  complicity  raised  by  this  Office  to  the  General 
Court  in  February  1996,  DPH  has  responded  in  an  even  more  deleterious  manner. 
DPH  has  permitted  officials  involved  in  the  controversy  to  continue  to  use  their  official 
authority  to  make  it  more  difficult  for  the  University  of  Massachusetts  to  recover  what 
is  potentially  due  the  Commonwealth. 

For  example,  last  June,  1 996,  MPHBL  officials  apparently  permitted  the  Director 
and  Deputy  Director  to  prepare  and  submit  information  to  a  consultant  hired  by  MHRI. 
The  consultant  consequently  submitted  a  report  stating  that  the  Commonwealth  had 
received  adequate  compensation  under  the  RSVIG-IV  licensure  arrangements.  This 
Office  reviewed  the  consultant's  report  and  pointed  out  to  DPH  that  nearly  every  fact 
presented  to  the  consultant  by  the  Director  and  Deputy  Director  was  erroneous.  The 
cover  letter  to  the  consultant's  final  report  was  so  one-sided  that  DPH  officials  asked 
the  consultant  to  rewrite  and  back-date  the  cover  letter  because  the  original  version 
revealed  such  a  strong  bias  in  favor  of  the  parties  involved  in  the  controversy. 
Specifically,  the  consultant  stated  in  Its  cover  letter  that  he  registered  his  personal 
disgust  that  the  charges  had  been  raised  against  the  MPHBL  officials. 

Upon  the  recommendation  of  the  Office  of  the  Attorney  General,  this  Office 
was  advised  by  Bromberg  and  Sunstein,  a  law  firm  specializing  in  the  area  of 
intellectual  property.  Bromberg  and  Sunstein  concluded  that  the  Commonwealth  had 
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received  e  poor  dee!  in  the  RSVIG-I V  agreements.  They  further  concluded  that  the 
Commonwealth's  rights  in  the  invention  had  been  misappropriated.  When  DPH 
received  Bromberg  and  Sunstein's  conclusions,  DPH  responded  by  apparently  rejecting 
their  opinion  out  of  hand.  This  Office  questions  why  DPH  officials  would 
automatically  reject  Bromberg  and  Sunstein's  impartial  recommendations  when, 
according  to  these  experts,  the  Common  wealth  has  rightful  dabns  totalling  $50 
million  dollars. 

While  no  public  official  wants  to  admit  that  their  agency  may  have  made  a 

mistake,  DPH's  steadfast  position  that  the  royalty  arrangements  ere  fair  is  suspect  in 
light  of  contemporaneous  events  end  undisclosed  information  surrounding  the 
execution  of  agreements.  This  information  includes  the  fact  that  neither  the  DPH 
Commissioner  nor  any  DPH  attorney  was  aware  of  the  terms  of  the  deal  or  approved 
the  deal  before  the  agreement  was  executed,  and  that  the  agreement  was  negotiated 
by  two  DPH  employees  with  an  undisclosed  multi-million  dollar  interest  in  the  deal. 
It  appears  that  DPH  determined  from  the  start  that  rather  than  attempt  to  find  the 
truth  in  the  swirl  of  statements,  it  would  seek  to  reject  and  discredit  qualified  opinions 
that  it  had  not  brought  about  a  fair  deal  for  the  Commonwealth  in  transferring  the 
rights  to  RSVIG-IV. 

In  June,  1996,  the  Office  of  the  Attorney  General  recommended  to  DPH  and 
this  Office  that  the  three  agencies  select  a  mutually  agreeable  intellectual  property 
expert  to  conduct  an  appraisal  of  whether  the  Commonwealth  had  been  fairly 
compensated  under  the  RSV  agreements.  All  parties  agreed.  Both  DPH  and  this 
Office  set  forth  a  list  of  several  firms  or  individuals  to  each  other  for  approval.  This 
Office  rejected  DPH's  recommendation  of  firms  end  individuals  where  the  firms  had 
some  affiliation  of  past  dealing  with  the  Director,  Deputy  Director,  or  MHRI.  DPH 
rejected  this  Office's  recommendation  of  Bromberg  and  Sunstein  for  the  reason  that 
we  had  previously  contracted  with  them  on  the  eerlier  opinion.  DPH  and  this  Office 
agreed  on  this  Office's  recommendation  of  a  firm,  AUS  Consultants  (AUS),  which  had 
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been  recommended  by  the  National  Society  of  Licensing  Executives.  During  July, 
1996,  the  three  agencies  signed  a  contract  with  AUS. 

Subsequently,  DPH  submitted  a  set  of  documents  to  our  Office  for  review, 
which  this  Office  approved  for  submittal  to  AUS.  Likewise,  this  Office  compiled  an 
indexed  set  of  documents  and  submitted  them  for  DPH's  approval.  Several  months 
later,  this  Office  inquired  as  to  the  status  of  the  AUS  contract  and  was  informed  by 
the  Office  of  the  Attorney  General  that  no  documents  had  been  submitted  to  AUS  in 
order  to  respect  the  prerogatives  of  the  University  of  Massachusetts  who  would  be 
dealing  with  Medlmmune  after  January  1,  1997,  when  MPHBL's  function  and  assets 
would  be  transferred  to  the  University  of  Massachusetts  under  Chapter  334  of  the 
Acts  of  1996. 

On  December  20,  1996,  this  Office  was  surprised  to  receive  from  DPH  a  copy 
of  a  consultant's  report  dated  November,  1996,  that  had  been  prepared,  according 
to  DPH,  "for  the  Biolab."  The  consultant's  report,  by  the  Brattle  Group,  one  of  the 
firms  rejected  by  this  Office  earlier  in  the  summer,  states  that  MHRI  received  a  fair 
deal  under  the  RSV  License  Agreement.  The  report  does  not  speak  to  the  question 
of  whether  the  Commonwealth  received  a  fair  deal  and  does  not  address  the  fact  that 
MHRI,  the  Director,  Deputy  Director  apparently  plan  to  keep  fifty  percent  of  the 
royalties  paid  to  MHRI  for  themselves. 

The  report  estimates  that  RSVIG-I V  was  worth  only  $22  million,  approximately 
one-fourteenth  of  the  $300  million  estimated  made  by  pharmaceutical  industry 
analysts  prior  to  FDA  licensure  of  RSVIG-IV.8  The  report  appears  to  compare 
RS VIG-I V  to  a  number  of  biotech  products  which  are  completely  unrelated  to  the  drug 


8  Morgan  Stanley  "U.S.  Investment  Research"  stated:  "RespiGam,  with  revenue  potential  of 
greater  than  $100  million,  could  be  valued  at  $300  million."  Morgan  Stanley,  U.S.  Investment 
Research.  January  27,  1995,  "Biotechnology."  Medlmmune  (MEDI):  They're  Back!  Eric  M.  Hecht, 
M.D.,  p  2. 
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developed  in  the  state  laboratories. 

The  firm  which  prepared  the  report,  the  Brattle  Group,  was  one  of  the  firms 
which  had  been  dropped  by  this  Office  and  DPH  from  the  list  of  potential  appraisers 
in  the  selection  process  during  the  summer  after  this  Office  pointed  out  that  the 
Brattle  Group  had  previously  dealt  with  the  Director  and  Deputy  Director  on  another 
contract  and  because  the  firm's  principal  was  employed  by  the  Massachusetts 
Institute  of  Technology  with  whom  the  MPHBL  Director  had  collaborated  on  a  biotech 
project.  Furthermore,  one  of  the  authors  of  the  report  was  employed  by  Harvard 
University,  an  institution  which  has  two  members  on  MHRI's  Board  of  Directors. 
According  to  the  report,  the  authors  of  the  report  received  information  from  MHRI  in 
preparing  the  report.  This  Office's  review  of  the  report  indicates  that  the  authors  of 
the  report  were  not  given  the  set  of  key  documents  prepared  by  this  Office  for  AUS. 

This  Office  asserts  that  DPH's  halting  of  the  AUS  contract  and  subsequent 
submittal  of  the  report  by  a  previously  rejected  firm,  the  Brattle  Group,  on  the  eve  of 
the  transfer  of  MPHBL  to  the  University  of  Massachusetts  represents  an  effort  by  DPH 
to  defend  the  past  actions  of  DPH  and  MHRI  officials.  This  action  by  DPH  undermines 
the  position  of  the  University  of  Massachusetts  in  its  upcoming  dealings  with 
Medlmmune  and  MHRI.  Considering  the  purported  reason  that  DPH  halted  the  AUS 
contract,  i.e.,  protecting  the  prerogatives  of  the  University  of  Massachusetts,  it  is  hard 
not  to  interpret  DPH's  actions  as  an  effort  to  defend  its  officials  against  allegations 
of  wrongdoing  at  the  expense  of  the  Commonwealth's  interests. 

Misleading  statements,  misrepresentations  and  inadequate  disclosure  made  to  State 
officials  to  facilitate  payment  of  royalties  to  MHRI,  and  the  MPHBL  the  Director  and 
Deputy  Director: 

This  Office  contends  that  the  MPHBL  Director,  Deputy  Director,  MHRI,  and 
Medlmmune  created  an  entire  artifice  to  facilitate  their  receipt  of  lucrative  rights  to  an 
invention  developed  by  state  employees  at  MPHBL.  The  following  section  reflects 
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certain  misleading  statements,  misrepresentations  and  inadequate  disclosures  made 
to  state  officials  in  furtherance  of  this  artifice. 

MHRI,  and  the  MPHBL  Director  and  Deputy  Director  appear  to  have  made 
misleading  and  inaccurate  statements  to  the  Assistant  Commissioner  in  order  to  win 
his  approval  of  the  1989  MOU,  the  RSV  Research  Agreement  and  the  RSV  Supply 
Agreement.  Records  indicate  that  they  apparently  knowingly  exaggerated  how  much 
and  under  what  conditions  MPHBL  would  receive  royalties  from  Medlmmune  from  the 
sale  of  RSV  products.  They  also  apparently  misrepresented  to  DPH  administrators 
that  MHRI  had  unsuccessfully  attempted  to  attract  commercial  interest  in  RSVIG-IV 
from  a  number  of  other  pharmaceutical  companies.  Records  obtained  by  this  Office 
do  not  appear  to  support  this  claim. 

MHRI  and  the  MPHBL  Director  and  Deputy  Director  appear  to  have  failed  to 
disclose  to  DPH  officials  several  salient  facts  about  Medlmmune,  their  handpicked 
choice  to  distribute  RSVIG-IV.  First,  they  apparently  failed  to  disclose  that 
Medlmmune  was  a  start-up  company,  founded  only  eighteen  months  earlier.  They 
also  apparently  failed  to  disclose  that  Medlmmune  had  no  pharmaceutical  products  on 
the  market  and  no  national  sales  force  of  its  own.  They  represented  that  Pediatric 
Pharmaceutical  Inc.  (PPI),  an  established  firm  with  a  large  national  sales  force,  would 
be  a  party  to  the  research  project,  but  this  did  not  happen.  According  to  intellectual 
property  experts,  a  licensor  of  biotech  products  should  carefully  consider  the  capacity 
of  the  prospective  licensee  to  gain  rapid  entry  into  established  markets  (i.e.,  hospitals, 
medical  providers)  when  selecting  a  licensee  of  biotechnology  products.  By 
misinforming  DPH  that  PPI  would  be  a  party  to  the  RSV  project,  MHRI  and  the  MPHBL 
Director  and  Deputy  Director  deprived  DPH  of  critical  information.  If  DPH  had 
conducted  a  competitive  bid  process  for  distribution  services  related  to  its  product, 
Medlmmune's  qualifications  would  have  been  more  closely  scrutinized  and  as  such, 
Medlmmune  may  have  been  disqualified. 
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DPH  officials  were  also  apparently  led  to  believe  that  Medlmmune  held  a  patent 
on  breakthrough  technology  related  to  RSV  when  Medlmmune  did  not  hold  such  a 
patent. 

This  Office  learned  that  MHRI  apparently  failed  to  disclose  to  the  Assistant 
Commissioner  that  it  had  entered  into  private  royalty  arrangements  between  itself  and 
the  Director  and  Deputy  Director,  even  after  the  Assistant  Commissioner  asked 
MHRI's  Executive  Director  to  sign  a  document  on  November  1 ,  1 995  (after  this  Office 
initiated  its  inquiry)  testifying  specifically  to  the  fact  that  it  was  the  mutual 
understanding  of  MPHBL  and  MHRI  that  Commonwealth  employees  are  not  eligible 
for,  and  shall  not  be  paid  royalty  income  under  the  terms  of  this  Memorandum  of 
Understanding.  MHRI's  Executive  Director  signed  the  document  but  apparently  did 
not  reveal  to  the  Assistant  Commissioner  MHRI's  royalty  arrangements  with  the 
Director  and  Deputy  Director. 

As  fiscal  and  administrative  agent  of  the  DPH,  MHRI  was  obligated  by  law  to 
make  full  disclosure  to  DPH  of  its  royalty  arrangements  with  the  Director  and  Deputy 
Director  as  set  forth  in  the  Assignment  Agreement  between  them.  In  interviews  with 
this  Office,  the  Commissioner  and  Assistant  Commissioner  both  stated  that  they 
would  have  acted  differently  had  they  known  that  the  Director  and  Deputy  Director 
had  recorded  a  patent  and  assigned  it  to  MHRI  in  return  for  royalty  rights.  This  failure 
by  MHRI  to  inform  the  Assistant  Commissioner,  even  when  he  explicitly  presented  the 
issue  in  the  November  1,  1995  document,  appears  to  represent  a  violation  of  law. 
"An  agent's  duty  to  make  full  disclosure  to  the  principal  of  all  material  facts  relevant 
to  the  agency  is  a  necessary  corollary  to  the  fundamental  agency  obligation  of 
undivided  loyalty  and  utmost  good  faith."  See  Gage  v.  Boston  Nat'l Bank,  257  Mass. 
449,  452.  Spritz  v.  Brockton  Sav.  Bank,  305  Mass.  at  172,  25  N.E.2d  155.  As  set 
forth  in  the  Restatement  (Second)  of  Agency  §  390,  "an  agent  is  subject  to  a  duty  to 
use  reasonable  efforts  to  give  his  principal  information  which  is  entrusted  to  him,  as 
the  agent  has  notice,  the  principal  would  desire  to  have  and  which  can  be 
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communicated  without  violating  a  superior  duty  to  a  third  person."  See  Restatement 
(Second)  of  Agency  §  390.  ("Whenever  facts  known  to  the  agent  but  not  to  the 
principal  may  effect  the  desires  and  conduct  of  the  principal,  the  agent  must 
communicate  that  information  to  the  principal,  id.  §  390,  particularly  if  the  agent  is 
engaging  in  "any  arrangement .  .  .  adverse  to  the  [principal's  interest."  In  short,  an 
agent,  "must  be  upfront  with  his  principal  at  all  times."  Jerlyn  Yacht  Sales,  Inc.  v. 
Wayne  R.  Roman  Yacht  Brokerage,  950  F.2d  at  69. 

Likewise,  the  Director  and  Deputy  Director  failed  to  disclose  their  private  royalty 
arrangements  to  DPH  officials  even  when  DPH  officials  required  them  to  sign  a  written 
disclosure  stating  that  they  were  not  receiving  royalties  from  the  sale  of  a  drug, 
CMVIG-IV(CytoGam)  similarly  developed  at  MPHBL. 

Additionally,  MHRI,  and  the  MPHBL  Director,  and  Deputy  Director 
misrepresented  to  DPH  that  the  Director  and  Deputy  Director  developed  the  RSV 
screening  invention  (in  conjunction  with  others)  as  employees  of  MHRI,  not  the 
Commonwealth. 

MHRI  also  apparently  made  a  false  statement  to  this  Office  when  it  stated  that 
it  had  turned  over  to  this  Office  all  related  documents  requested  by  this  Office  within 
its  possession,  custody  and  control  except  for  "a  limited  number  of  documents 
protected  from  disclosure  by  the  attorney-client  privilege. "  MHRI  has  apparently  failed 
to  turn  over  many  thousands  of  documents  in  its  possession  and  control,  held  by  it 
as  MPHBL's  fiscal  and  administrative  agent. 

In  order  to  win  approval  for  MHRI,  a  private  corporation,  to  use  37,840  square 
feet  of  space  at  MPHBL's  facility,  MHRI  apparently  made  misleading  and  inaccurate 
statements  to  the  State  Division  of  Capital  Planning  and  Operations  (DCPO).  The 
records  reviewed  by  this  Office  show  that  MHRI's  Executive  Director  advised  the 
Director  and  Deputy  Director  in  a  memorandum  dated  January  8,  1991 ,  to  delete  all 
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references  to  production  and  manufacturing  in  the  proposed  "Use  Agreement,"  with 
DCPO.  In  place  of  those  references,  the  MPHBL  Director  and  Deputy  Director 
substituted  the  term  "research."  Based  on  the  information  provided,  DCPO  approved 
this  flawed  agreement  in  February  1991. 

Improper  use  of  public  property  for  private  gain: 

DPH  violated  its  legislative  mandate  by  manufacturing  commercial  products  for 
world-wide  sale  on  state  property,  with  state  employees.  Medlmmune  and  MHRI 
apparently  failed  to  adequately  reimburse  the  Commonwealth  for  its  direct  and  indirect 
costs  for  such  manufacture. 

Misleading  statements,  misrepresentations  and  inadequate  disclosure  made  to 
agencies  of  the  federal  government: 

This  Office's  review  of  documents  reveals  that  MHRI,  Medlmmune,  and  the 
MPHBL  Director,  and  Deputy  Director  appear  to  have  made  inaccurate  statements  to 
agencies  of  the  federal  government  concerning  the  development  and  manufacture  of 
RSVIG-IV.  Medlmmune  appears  to  have  made  inaccurate  assertions  in  official 
disclosure  statements  to  the  Securities  and  Exchange  Commission  by  exaggerating  the 
role  played  by  Medlmmune  in  the  development  of  RSVIG-IV  and  by  deleting,  at  the 
Director's  request,  references  to  the  role  which  the  Commonwealth  played.  The 
Director  and  Deputy  Director  appear  to  have  made  false  statements  to  the  U.S. 
Department  of  Commerce  Patent  and  Trademark  Office  to  the  effect  that  they  were 
sole  inventors  of  RSV  technology,  when  the  evidence  suggests  that  other  state 
employees  contributed  significantly  to  the  development  of  the  invention. 

Additionally,  MHRI,  Medlmmune,  and  the  MPHBL  Director,  and  Deputy  Director 
apparently  failed  to  inform  the  FDA,  as  required  by  Federal  regulations  that  personnel 
provided  by  a  contractor  (MHRI)  were  used  to  conduct  the  national  multi-center 
clinical  trials  of  RSVIG-IV. 
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Moreover,  MHRI  apparently  failed  to  report  millions  of  dollars  of  income  as 
taxable  income  to  the  U.S.  Internal  Revenue  Service  (IRS).  This  income  came  from 
payments  to  MHRI  from  Medlmmune  for  the  manufacture  of  CMVIG-IV  for  world-wide 
distribution.  Medlmmune  is  a  commercial,  for-profit  entity. 

Use  of  public  positions  for  private  gain: 

The  MPHBL  Deputy  Director  appear  to  have  collaborated  with  MHRI's 
Executive  Director  to  submit  false  and  misleading  statements  to  the  Internal  Revenue 
Service  (IRS)  in  order  to  convince  the  IRS  to  designate  MHRI's  subsidiary,  Orphan 
Biologies  Inc.,  (OBI),  as  a  tax-exempt  non-profit  organization.  This  Office  is 
particularly  concerned  that  MHRI  and  MPHBL  officials  appear  to  have  worked 
together:  1)  to  make  OBI  operational  for  the  purpose  of  receiving  royalties  from 
RSVIG-IV  and  CMVIG-IV  which  would  otherwise  disqualify  MHRI  as  a  non-profit 
entity;  and  2)  to  misrepresent  to  the  IRS  the  purpose  for  which  OBI  was  created.  IRS 
regulations  do  not  allow  non-profit  research  entities  to  (1)  grant  exclusive  licenses 
unless  no  alternative  means  is  available  to  get  the  drug  to  market,  or  (2)  to 
manufacture  drugs  themselves  unless  no  other  entity  is  willing  to  do  so.  MHRI's 
argument  to  the  IRS  appears  to  have  contained  two  glaring  misrepresentations.  First, 
MHRI  stated  in  its  statements  to  the  IRS  that  OBI  intended  to  grant  exclusive  licenses 
only  for  drugs  which  do  not  generate  enough  profits  for  distributors  to  be  able  to 
compete  with  other  licensed  distributors.  In  fact,  MHRI  apparently  planned  in  advance 
to  use  OBI  to  grant  exclusive  license  to  Medlmmune  for  RSVIG-IV,  a  drug  with  a  $300 
million  market  according  to  industry  analysts.9  Second,  MHRI  stated  that,  "Currently, 
no  other  organization  is  manufacturing,  nor  has  expressed  any  interest  in 
manufacturing,  the  orphan  drugs  which  OBI  expects  to  develop.  .  .  .  Unless  OBI 


Industry  analysts  expected  the  product  in  question,  RSVIG-IV  to  have  annual  sales  of  $105  to 
$110  million  a  year,  if  the  Federal  Food  and  Drug  Administration  ("FDA")  licensed  the  drug,  which  its 
Blood  Products  Advisory  Committee  recommended  for  approval  in  1994.  Morgan  Stanley  "U.S. 
Investment  Research"  stated:  "RespiGam,  with  revenue  potential  of  greater  than  $100  million,  could 
be  valued  at  $300  million."  Morgan  Stanley,  U.S.  Investment  Research,  January  27,  1995, 
"Biotechnology."  Medlmmune  (MEDI):  They're  Back!  Eric  M.  Hecht,  M.D.,  p  2. 
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produces  them,  the  orphan  drugs  will  not  be  available  to  the  public  from  any  source." 
This  statement  is  contradicted  by  the  fact  that  a  licensed  organization  was  already 
manufacturing  RSVIG-IV  and  CMVIG-IV,  i.e.  MPHBL.  The  participation  of  MPHBL 
officials  in  making  these  apparent  misrepresentations  to  the  IRS  represents  an 
apparent  example  of  state  employees  cooperating  with  private  companies  (MHRI  and 
OBI)  to  deceive  another  government  agency  (the  IRS). 

The  MPHBL  Director,  and  Deputy  Director  appear  to  have  used  their  public  positions 
for  private  gain: 

The  MPHBL  Director  and  Deputy  Director  appear  to  have  requested  and 
accepted  personal  reimbursement  from  Medlmmune  for  their  travel  to  Medlmmune's 
Maryland  offices  in  1989  in  violation  of  State  Ethics  Laws.  They  also  appear  to  have 
requested  that  Medlmmune  pay  for  the  cost  of  preparing  and  processing  their  patent 
on  the  RS V  screening  process.  These  payments  appear  to  represent  a  violation  of  the 
State  Ethics  law. 

In  addition,  the  MPHBL  Deputy  Director  also  apparently  argued  successfully  to 
amend  DPH's  draft  1996  agreement  with  OBI  to  reduce  the  proposed  royalty 
payments  from  MHRI  to  the  Commonwealth  from  20  percent  to  10  percent.  In 
annotations  made  on  the  draft  of  the  OBI  agreement  she  wrote:  "Why  should  the 
[s]tate  share  increase  to  20  percent?"  This  statement,  coming  from  a  high-ranking 
official  responsible  for  serving  the  interests  of  the  Commonwealth,  is  troubling.  While 
overtly  arguing  that  the  Commonwealth  should  receive  a  lesser  percentage,  the 
Deputy  Director  apparently  never  revealed  to  DPH  that; 

1.  she  and  the  Director  stood  to  earn  30  percent  from  the  royalties  paid  by 
Medlmmune  to  MHRI  under  the  RSV  License  Agreement;  and, 

2.  under  the  1996  MOU  with  OBI  she  and  the  Director  each  stood  to  receive  15 
percent  of  royalty  income  from  nonpatented  technology  which  had  been  developed 
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by  state  employees  at  MPHBL. 

Improper  influence  over  state  vaccine  program  and  apparent  misrepresentations  about 
vaccine  production  at  MPHBL: 

DPH  repeated  on  several  occasions  in  statements  to  this  Office  and  to  the 
Legislature  that  the  State  laboratory  must  be  maintained  in  order  to  save  the 
Commonwealth  money  on  acquisition  of  vaccines.  However,  after  this  Office  initiated 
a  cost  comparison,  the  Director  acknowledged  that  the  Commonwealth  was  actually 
spending  more  money  to  manufacture  its  in-house  vaccine  product,  DTP,  than  it  cost 
the  other  States  to  buy  DTP  from  federally  subsidized  contracts  administered  by  the 
U.S.  Centers  for  Disease  Control  and  Prevention  (CDC).  Likewise,  internal 
memorandum  written  by  a  MPHBL  official  acknowledged  that  it  was  costing  MPHBL 
more  to  manufacture  MPHBL's  other  vaccines,  than  it  would  cost  the  Commonwealth 
to  purchase  them  off  of  the  federal  contract. 

Had  the  Commonwealth  switched  over  to  buying  all  vaccines  from  the  federal 
program,  as  the  other  states  had  done,  then  the  Commonwealth  likely  would  have 
closed  its  state-owned  vaccine  manufacturing  facility  many  years  ago  since  vaccine 
manufacture  represented  MPHBL's  main  legislative  mandate. 

The  Director  also  apparently  used  his  authority  improperly  to  influence  the 
Director  of  the  state's  childhood  immunization  program  to  withhold  availability  of 
state-of-the-art  combination  vaccines  from  private  Massachusetts  physicians  and  their 
patients.  Other  states  purchase  combination  DTP-HIB  products,  Tetramune  and 
Act-HIB,  which  represent  a  break-through  in  vaccine  technology,  from  the  federally 
subsidized  contracts  administered  by  CDC.  These  products  allow  physicians  to  give 
fewer  injections  to  children.  Records  obtained  by  this  Office  demonstrate  that 
Massachusetts  physicians  requested  availability  of  Tetramune  and  Act-HIB,  but  that 
the  Director  did  not  support  the  distribution  of  these  products.  Had  MPHBL 
discontinued  manufacturing  its  older  DTP  vaccine,  MPHBL  would  have,  for  all  practical 

39 


purposes,  had  no  viable  remaining  function  as  defined  by  its  enabling  statute. 


By  withholding  the  combination  DTP-Hib  vaccine  products,  DPH  ignored  the 
thrust  of  the  Federal  Vaccine  for  Children's  initiative  which  placed  an  emphasis  on 
making  combination  vaccines  available  to  states  on  the  federal  contract. 


IV.  Supporting  Data 


Section  1 :  The  1989  Contract  Between  The  Massachusetts  Public  Health  Biologic 
Laboratories  ("MDPH/MPHBL")  And  The  Massachusetts  Health  Research  Institute.  Inc. 
("MHRI") 

This  Office's  inquiry  revealed  that,  in  December  1 989,  the  MPHBL  Director  and 
Deputy  Director  helped  to  arrange  a  State  research  contract  concerning  the 
development  of  biologic  products  with  MHRI.  MHRI  is  a  private  nonprofit  corporation 
which  for  years  had  provided  fiscal  and  administrative  services  to  MDPH/MPHBL, 
under  so-called  memoranda  of  understanding,  for  a  number  of  years.  The  State 
Division  of  the  Comptroller  reserves  the  term  "memorandum  of  understanding"  for 
intergovernmental  contracts  between  State  agencies  and/or  between  State  and 
Federal  agencies.10  DPH  apparently  did  not  subject  the  MHRI  contract  or  contract 
renewals  to  the  Comptroller's  review;  did  not  adhere  to  standard  State  procurement 


10The  1 982  Memorandum  of  Understanding  (MOU)  was  between  the  Massachusetts  Department 
of  Public  Health,  State  Laboratory  Institute,  Massachusetts  Biologic  Laboratories  ("SLI/MPHBL").  The 
term  of  this  agreement  was  extended  to  June  30,  1985.  The  1986  MOU  was  between  the 
Massachusetts  Department  of  Public  Health  of  the  Commonwealth  of  Massachusetts/Center  for 
Laboratories  and  Communicable  Disease  Control,  Massachusetts  Biologic  Laboratories 
("MDPH/MPHBL").  The  term  of  this  agreement  was  extended  to  February  28,  1 988.  The  1 988  MOU, 
which  was  effective  on  March  1,  1988  was  between  MHRI  and  DPH  of  Public  Health  of  the 
Commonwealth  of  Massachusetts/Massachusetts  Biologic  Laboratories  ("MDPH/MPHBL").  Neither 
MHRI  or  DPH  were  able  to  provide  this  Office  with  an  executed  copy  of  this  agreement.  The  1 989 
MOU  was  between  MHRI  and  Massachusetts  Department  of  Public  Health  of  the  Commonwealth  of 
Massachusetts/Center  for  Disease  Control,  Biologic  Laboratories  ("MDPH/MPHBL").  The  Center  for 
Laboratories  and  Communicable  Disease  Control  is  the  division  of  DPH  which  included  the  State 
Laboratory  Institute  (SLI).  SLI  is  the  administrative  unit  which  exercises  oversight  over  MPHBL 's 
activities.  The  Assistant  Commissioner  for  Laboratory  and  Environmental  Sciences,  who  heads  SLI, 
supervises  the  Director  of  MPHBL. 
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procedures,  which  at  the  time  required  competitive  bidding  of  consultant  contracts  in 
excess  of  $50,000,  to  obtain  MHRI's  consultant  services;  or  use  the  Commonwealth 
Standard  Contract.  Until  the  1989  MOU,  MHRI  provided  personnel  and  support 
services  and  managed  grants  and  contracts  for  MPHBL. 

In  December  1989,  MDPH/MPHBL  enacted  a  new  MOU  with  MHRI.  This 
contract  expanded  MHRI's  services  to  include  a  broad  research  program  concerning 
the  development  of  five  new  and  improved  biologic  products,  including  RSVIG- 
I V(RespiGam).  Under  this  new  arrangement,  MHRI  employees  were  allowed  to  share 
up  to  30  percent  of  royalties  from  patented  technology  developed  by  them  during  the 
contract.11  12  MHRI  was  allowed  to  retain  20  percent  of  such  royalties  in  lieu  of  its 
1 1  percent  charge  for  overhead  expenses.  Prior  to  this  contract,  MHRI  and  its 
employees  had  no  right,  under  previous  contracts,  to  receive  royalties  on  products 
developed  at  MPHBL.  The  inclusion  of  the  30  percent  share  in  product  royalties  is 
highly  significant  because  under  the  revised  MOU,  which  the  MPHBL  Director,  the 
then  Director  of  MPHBL,  and  the  Deputy  Director,  helped  to  negotiate,  their  salaries 
were  jointly  paid  by  MPHBL  and  MHRI.  This  joint  payment  arrangement,  enabled  the 
MPHBL  Director  and  the  Deputy  Director  to  claim  later  that  they  had  the  right,  as 
MHRI  employees,  to  partake  in  such  patent  royalties.  Under  the  1989  MOU,  they 
became  the  "Scientific  Director"  and  the  "  Administrative  Director"  respectively,  of  this 
expanded  research  project  while  retaining  their  State  positions  on  a  part-time  basis 


nAn  MOU,  executed  December  18,  1989,  between  MHRI  and  MPHBL,  which  establishes  a 
program  to  conduct  research  on  new  and  improved  biologic  products,  provides  for  the  following 
distribution  of  revenues  to  MHRI  employees  who  have  worked  on  the  joint  project:  "Any  licensing 
revenues  derived  from  patents  assigned  to  MHRI  as  a  result  of  work  done  by  persons  employed  by  the 
project  shall  be  distributed  as  follows:  ...  30  percent  or  such  other  percentage  as  may  be  called  for 
in  MHRI's  patent  policies  shall  be  set  aside  for  the  benefit  of  MHRI  personnel  who  developed  the 
patented  technology.  MHRI  personnel  will  be  eligible  for  assignment  of  royalty  income  if  they  assumed 
scientific  responsibility  for  a  significant  portion  of  the  development  of  patented  technology. 
Recommendations  for  the  assignment  of  such  income  will  be  made  by  the  Program  Director  and  will 
be  subject  to  approval  by  MHRI." 

12MHRI  patent  policy  adopted  in  1988  provides  that  30  percent  of  royalties  from  patented 
technology  shall  go  to  inventors.  MHRI  Patent  Policy  Adopted  7/21/88,  2.07  (a)  4. 
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with  all  of  their  previous  State  authority.  This  MOU  required  the  Scientific  Director 
to  "identify  and  submit  to  MHRI  full  information  about  scientific  technology  developed 
during  the  Project." 

Subsequent  to  the  execution  of  the  new  contract  with  MHRI,  the  MPHBL 
Director  and  the  Deputy  Director  filed  patents  in  their  own  names  on  RSVIG- 
IV(RespiGam)  technology  and  assigned  these  patent  rights  to  MHRI.13  MHRI  now 
claims  to  own  the  rights  to  the  drug  technology.  Documents  reviewed  by  this  Office 
suggest  that  in  the  summer  of  1 989  the  MPHBL  Director  and  Deputy  Director  worked 
with  attorneys  for  Medimmune  to  draft  their  patent  claims  for  RSVIG-IV  before  they 
went  to  work  for  MHRI  in  January  1 990. 

Furthermore,  they  drafted  this  patent  and  assigned  it  to  MHRI  without  the 
knowledge  of  any  official  in  DPH,  including  the  Commissioner,  the  Associate 
Commissioner  for  Management  and  Resources,  the  General  Counsel,  the  Deputy 
General  Counsel,  and  the  Assistant  Commissioner  responsible  for  oversight  of  MPHBL 
and  supervision  of  its  Director. 

Section  2:  The  Development  of  the  RSVIG-IV(RespiGam)  Patent:  the  Role  of 
Medimmune 

The  evidence  demonstrates  that  MHRI,  the  MPHBL  Director  and  the  Deputy 
Director  had  discussions  with  Medimmune  concerning  the  drafting  of  a  patent 
application  as  early  as  August  1 989.  A  memorandum,  dated  August  22,  1 989,  from 
the  Executive  Director  of  MHRI,  to  the  MPHBL  Director  and  the  Deputy  Director, 
reflecting  his  "understanding  of  the  consensus  arrived  at  on  August  16  between  [the 
President  of  Medimmune]  and  [the  President  of  its  affiliate,  Pediatric  Pharmaceuticals] 
on  the  one  hand  and  the  three  of  us  on  the  other  hand"  stated  that  they  had  agreed 


The  patent  described  the  invention  as  a  "process  of  screening  serum  samples  for  effective 
antibody  titers  against  respiratory  viruses." 
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to  "do  our  best  to  obtain  maximum  patent  protection.  ..." 

The  records  reviewed  by  this  Office  indicated  that  the  MPHBL  Director  had 
submitted  a  complete  technical  description  of  the  RSV  screening  invention  in  July 
1989  to  Medlmmune's  President.  The  resultant  patent  claims  were  promulgated  on 
January  30,  1990  in  a  draft  application  fifteen  days  after  the  MPHBL  Director  began 
his  employment  with  MHRI  on  January  15,  1990  and  twenty-eight  days  after  the 
Deputy  Director  began  her  employment  with  MHRI  on  January  2,  1990,  in  a  form 
substantially  the  same  as  the  claims  they  later  submitted  to  the  U.S.  Department  of 
Commerce  Patent  and  Trademark  Office.  The  patent  was  granted  in  1995.  The 
claims  in  this  patent  application  were  based  on  research,  which  evaluated  several 
screening  methods  for  selecting  donors  to  prepare  an  RSVIG-IV  drug,  performed  at 
MPHBL  between  1985  and  1988.1 

Medlmmune  evidently  paid  for  prosecution  costs  for  the  RSVIG-IV  patent 
despite  the  fact  that  the  State  Ethics  Law,  M.G.L.  268A,  §2,3  prohibits  State  officials 
from  accepting  gifts  of  substantial  value  from  private  companies  with  which  the  State 
is  doing  business. 

On  September  11,  1990,  the  MPHBL  Director  wrote,  "The  rationale  for  the 
microneutralization  screening  method  should  be  published  after  patent  rights  are 
protected."  The  MPHBL  Director  and  Deputy  Director  did  not  submit  the  scientific 
article  on  the  RSVIG-IV(RespiGam)  screening  method  to  the  Journal  of  Infectious 
Diseases  (JID)  until  late  March  1991,  shortly  after  they  had  assigned  the  RSVIG-IV 
patent  to  MHRI  on  March  13,  1991;  and  less  than  four  weeks  before  Medlmmune's 
law  firm  filed  the  patent  application  with  the  U.S.  Department  of  Commerce  Patent 
and  Trademark  Office  on  April  22,  1991 .  Despite  the  JJD's  policy  conflict  of  interest 
policy,  which  requires  authors  to  disclose  "any  associations,  commercial  or  otherwise 
that  might  pose  a  conflict  of  interest  with  respect  to  the  manuscript,"  the  JJD  article, 
which  the  MPHBL  Director  and  Deputy  Director  co-authored,  on  the  RSVIG  screening 
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technology,  published  in  March  1992,  does  not  mention  their  financial  interest  in 
RSVIG-IV(RespiGam),  set  forth  in  the  patent  assignment  to  MHRI.  This  patent 
assignment  was  executed  about  two  weeks  before  the  JID's  receipt  of  their  article  on 
March  25,  1991. 

The  MPHBL  Director  apparently  also  did  not  disclose  his  ongoing  efforts  to  seek 
a  patent  on  the  RSVIG-IV  technology  and  his  royalty  agreement  with  MHRI  to  the  New 
England  Journal  of  Medicine  (NEJM).  NEJM  published  an  article,  of  which  the  MPHBL 
Director  was  a  co-author,  on  the  effectiveness  of  the  new  drug  on  November  18, 
1993  based  on  the  national  clinical  trial  conducted  by  NIH-NIAID  from  1989  through 
1 992.  The  NEJM  had  a  conflict  of  interest  policy  which  required  authors  to  disclose 
"any  financial  arrangement  with  a  company  whose  product  figures  prominently  in  the 
submitted  manuscript."  While  the  U.S.  Department  of  Commerce  Patent  and 
Trademark  Office  had  rejected  the  Director  and  the  Deputy  Director's  original  claims 
in  February  1 993,  this  Office's  review  of  documents  indicates  that  they  were  engaged 
in  a  continuing  process  during  1993  with  Medlmmune's  lawyers  to  arrive  at 
patentable  claims.  Medlmmune's  attorney  filed  a  continuation  of  the  patent  application 
in  1993. 

The  records  show  that  MHRI's  Executive  Director  signed  a  power  of  attorney 
form  on  November  2,  1 993  to  facilitate  the  application  for  a  patent  on  the  RSVIG- 
I  V(RespiGam)  technology  in  Finland  and,  on  December  2,  1 993,  signed  another  power 
of  attorney  to  apply  for  a  patent  in  Japan.  The  former  Director  and  the  Deputy 
Director  of  MPHBL  currently  have  patent  applications  pending  in  Australia,  Japan, 
Finland,  Norway,  Sweden,  and  Canada  and  with  the  European  Patent  Office  with 
fifteen  national  designations.2  If  awarded,  these  patents  would  enable  Medlmmune 
to  market  the  drug  abroad  with  substantial  royalties  going  to  the  MPHBL  Director  and 
the  Deputy  Director. 

The  U.S.  Department  of  Commerce  Patent  and  Trademark  Office  notified 

44 


Medlmmune  in  April  1995  that  it  had  awarded  the  patent  on  RSVIG-IV. 

By  arranging  for  their  salaries  to  be  jointly  paid  by  MHRI  under  the  1 989  MOU, 
the  MPHBL  Director  and  the  Deputy  Director  put  in  place  a  mechanism  by  which  later 
to  claim  that  they  had  made  the  invention  as  MHRI  employees  during  the  term  of  the 
research  agreement.  The  MPHBL  Director  and  the  Deputy  Director  apparently  asked 
the  Assistant  Commissioner  if  they  could  earn  royalties  from  inventions  made  at  the 
State  biologic  laboratories,  without  informing  the  Assistant  Commissioner  that  the 
invention  had  already  been  made.  According  to  the  Assistant  Commissioner,  he 
specifically  told  them  that  State  employees  could  not  receive  royalties. 

Documents  reviewed  by  this  Office  also  show  that  the  Deputy  Director  asked 
in  a  memorandum  dated  October  1989,  "Can  a  State  worker  receive  royalties  from 
an  invention  developed  at  the  Lab?"  She  further  inquired,  "Can  we  draw  a  broad 
enough  net  to  include  the  whole  'team'?"  Records  reviewed  by  this  Office  indicate 
that  other  state  employees  at  MPHBL,  in  addition  to  the  Director  and  Deputy  Director, 
were  responsible  for  developing  RSVIG-IV.  The  MPHBL  Director  and  the  Deputy 
Director  subsequently  submitted  the  patent  application  for  RSVIG-IV(RespiGam) 
technology  as  sole  inventors  The  Deputy  Director  told  this  Office  staff  that  she  and 
the  MPHBL  Director  expected  to  receive  royalties  because  they  made  the  invention, 
not  as  State  employees,  but  as  MHRI  employees. 

The  MPHBL  Director  and  the  Deputy  Director  failed  to  disclose  their  royalty  agreement 
to  DPH  when  asked  about  their  financial  interest  in  another  drug,  CMVIG-IV, 
developed  at  MPHBL  and  licensed  by  MHRI  to  Medlmmune.  In  November  1 990  at  the 
Department's  request,  they  each  signed  a  financial  disclosure  statement  requested  by 
DPH,  stating  that  they  had  no  interest  in  CMVIG-IV.  However,  they  did  not  use  this 
occasion  as  an  opportunity  to  reveal  to  the  Commissioner  or  to  any  other  Department 
official  at  this  time  that  they  were  engaged  in  a  process  with  Medlmmune  to  seek  a 
patent  for  RSVIG-IV  which  could  potentially  result  in  substantial  personal  financial  gain 
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under  their  royalty  agreement  with  MHRI. 

Under  the  terms  of  MHRI's  December  1989  research  agreement,  MHRI 
employees  were  required  to  assign  to  MHRI  all  patents  "developed  during  the  Project." 
According  to  documents  reviewed  by  this  Office,  the  patented  RSVIG-IV  technology 
was  developed  prior  to,  not  during,  MHRI's  Project. 

The  law  office  of  Bromberg  &  Sunstein,  a  prominent  specialist  in  intellectual 
property,  which  advised  this  Office  as  part  of  its  ongoing  review  under  M.G.L.  c.  1 2A, 
rendered  the  following  opinion  on  the  conception  of  the  RSVIG-IV  invention  and  its 
reduction  to  practice: 


"The  RSVIG-IV  process  was  conceived  and  developed 
through  research  conducted  at  MPHBL  from  January  1986 
through  December  1988.  Research  was  conducted  under 
the  direction  of  [the  MPHBL  Director  and  the  Deputy 
Director]  while  they  were  employed  by  the  Massachusetts 
Department  of  Public  Health  and  prior  to  their  part-time 
employment  under  agreement  between  MHRI  and  MPHBL.". 


"[This]  contradicts  claims  that  [the  MPHBL  Director  and  the 
Deputy  Director]  developed  the  patented  process  after  they 
joined  MHRI  in  December  1989." 

"This  means  their  invention  of  the  process  is  the  exclusive 
property  of  the  Commonwealth  under  long  established 
federal  and  State  law.  See  National  Development  Company 
v.  Gray,  316  Mass.  240,  247  (1944).  In  sum,  neither  [the 
MPHBL  Director  nor  the  Deputy  Director]  had  the  right  to 
assign  patent  rights  to  any  party  other  than  the 
Commonwealth." 

Subsequent  to  the  execution  of  the  1989  MOU  between  MDPH/MPHBL  and 
MHRI,  MHRI  executed  an  exclusive  licensing  agreement  with  Medlmmune  Inc., 
granting  this  new  pharmaceutical  company  permission  to  use  its  rights  to  manufacture 
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and  sell  RSVIG-IV  outside  of  Massachusetts  and  Maine.  This  Office  asserts  that  MHRI 
has  no  rights  to  the  RSVIG.  Only  MPHBL  has  these  rights  and  MPHBL  did  not  execute 
the  RSV  licensing  agreement.  MHRI  and  MPHBL  also  entered  into  a  research 
agreement  related  to  RSVIG-IV  and  a  supply  agreement  to  provide  RSVIG-IV,  as  a 
contract  manufacturer,  to  Medlmmune,  during  the  clinical  trials,  with  a  ten  year  option 
for  the  Commonwealth  to  extend  this  agreement  after  MPHBL  gained  FDA  marketing 
approval  for  the  drug  .3 

The  1989  Confidentiality  Agreement  between  the  Director  of  MPHBL  and 
Medlmmune: 

The  records  reviewed  by  this  Office  reveal  that  the  MPHBL  Director  arranged 
a  private  agreement  with  Medlmmune  six  months  prior  to  MPHBL's  new  agreements 
with  both  Medlmmune  and  with  MHRI.  He  executed  a  "Confidentiality  Agreement" 
between  himself,  as  an  individual,  and  Medlmmune  on  June  23,  1989,  in  advance  of 
the  negotiations  that  he  was  apparently  contemplating.  This  agreement  stated  that 
the  Director  had  "...  certain  confidential  information  regarding  the  development,  use, 
strategies  and  technology  associated  with  RSV  immunotherapeutics. "  The  agreement 
named  the  MPHBL  Director  as  "the  developer"  without  reference  to  MPHBL.  The 
President  of  Medlmmune  flew  to  Boston  to  meet  with  the  MPHBL  Director  off  the 
premises  of  MPHBL  on  June  23,  1989. 

In  July  1989,  the  MPHBL  Director  sent  a  memorandum  to  Medlmmune's 
President,  which  contained  detailed  technical  charts  summarizing  the  results  of  the 
experiments  to  determine  the  most  efficient  method  of  screening  donors  for  protective 
activity  against  RSV  disease.  By  January  30,  1990,  Medlmmune's  lawyer  had 
sufficient  information,  as  previously  stated,  on  MPHBL's  RSVIG-IV  research  to  prepare 
an  "initial  draft"  of  a  patent  application. 

Medlmmune  sent  this  draft  to  the  MPHBL  Director  and  the  Deputy  Director,  by 
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telefax,  on  February  5,  1990,  for  their  review,  at  "The  Commonwealth  of 
Massachusetts,  Department  of  Public  Health." 

Medlmmune's  attorneys  asked  for  additional  information  about  the  RSV 
screening  process  "to  aid  us  in  finalizing  this  application.  Medlmmune's  attorney 
asked  for  "exact  details  as  to  the  assay  process  employed,  and  exact  details  of  how 
the  samples  are  screened,  and  as  to  how  the  serum  samples  are  pooled  to  form  an 
immunoglobulin."  The  attorney  concluded, 

"Once  we  have  received  your  comments,  we  will  begin  to 
finalize  this  application." 

On  May  18,  1990,  the  MPHBL  Director  sent  Medlmmune  a  letter,  stating, 

"In  response  to  the  draft  of  the  RSV-IG  patent  application 
you  sent  to  us  in  February,  I  enclose  a  summary  of  our 
research  on  the  screening  method." 

"In  addition  I  attach  a  Figure  with  a  schema  of  our  current 
screening  assay,  and  a  table  summarizing  repeated  analyses 
comparing  RSV  neutralizing  antibodies  in  RSV-IG  screened 
by  microneutralization  and  conventional  neutralizing  activity 
by  all  assays." 

Significantly,  all  of  the  information  which  the  MPHBL  Director  sent  to  the 
attorney  in  response  to  his  request  for  information  to  finalize  the  patent  came  from 
research  conducted  at  MPHBL  prior  to  the  time  that  the  MPHBL  Director  and  the 
Deputy  Director  began  to  work  under  the  1989  MOU  between  MDPH/MPHBL  and 
MHRI.  In  other  words,  the  MPHBL  Director's  own  communication  to  the  patent 
attorney  shows  that  the  invention  was  made  before  the  term  of  the  1 989  MOU  and 
of  the  RSV  agreements  with  Medlmmune. 

The  MPHBL  Director's  "SUMMARY  OF  DEVELOPMENT  OF  RSV-IGIV,"  included 
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in  his  letter  of  the  18th  of  May  to  Medlmmune  stated, 

"Between  1 985  and  1 989  the  Massachusetts  Public  Health 
Biologic  Laboratories  have  been  in  engaged  in  research  on 
preparing  a  human  hyperimmune  globulin  to  RSV.  The 
objective  was  to  develop  an  immune  globulin  with  4  to  8 
fold  higher  levels  of  protective  antibody  to  RSV  than 
conventional  immune  globulin." 

The  MPHBL  Director's  "Figure  5"  attached  to  his  summary  of  the  development 
of  the  drug  is  the  same  chart  that  he  had  sent  to  the  President  of  Medlmmune  in  his 
letter  of  July  7,  1989,  providing  Medlmmune's  President  with  technical  data  on  the 
RSVIG-IV  invention,  and  substantially  the  same  chart  that  he  and  the  Deputy  Director 
included  in  their  JID  article  published  in  March  1992.  The  MPHBL  Director's  and  the 
Deputy  Director's  patent,  as  issued  by  the  U.S.  Department  of  Commerce  Patent  and 
Trademark  Office,  on  May  2,  1995  cites  the  1992  JID  article  in  its  list  of  references. 

The  MPHBL  Director  concluded  his  letter  of  the  1 8th  of  May  to  Medlmmune  by 
requesting  that  the  company  "forward  these  data"  to  its  attorney. 

Travel  Paid  For  By  Medlmmune  And  MHRI. 

The  MPHBL  Director  made  several  trips  to  the  Washington  area  paid  for  by 
Medlmmune  and/or  MHRI.  The  purpose  of  these  trips  appears  to  have  been  to 
negotiate  arrangements  to  enable  Medlmmune  to  obtain  the  exclusive  license  to  make 
and  market  RSVIG-IV,  to  plan  the  NIH-NIAID  Phase  ll/lll  clinical  trial  of  RSVIG-IV,  and 
to  initiate  the  patent  draft.  Medlmmune  reimbursed  the  MPHBL  Director  privately,  at 
his  request,  for  trips  to  Gaithersburg,  Maryland  on  July  1 3,  1 989  and  again  on  August 
17,  1989  to  "Discuss  RSVIG  Project."  Another  trip  on  July  20,  1989  to  Gaithersburg 
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to  "Discuss  RSVIG  Project"  was  reimbursed  by  MHRI.  Medlmmune  also  reimbursed 
the  MPHBL  Director  for  travel  to  Washington,  D.C.  on  September  5,  1989  for  a 
meeting  with  a  Medlmmune  official,  an  NIH-NIAID  official,  a  USUHS  official,  and  a 
clinical  investigator  on  the  NIH-NIAID  Phase  ll/lll  clinical  trial;  and  on  September  14, 
1 989  to  USUHS  regarding  the  "RSVIG  Project."14  According  to  the  MPHBL  Director's 
travel  records,  Medlmmune  paid  for  his  trip  to  Washington  on  September  26,  1989 
to  meet  with  the  RSVIG  clinical  investigators.15 

The  Deputy  Director  went  on  some  of  the  same  trips  as  the  MPHBL  Director, 
including  the  trip  on  July  13,  1989  to  Gaithersburg  for  an  "Initial  Medlmmune 
Meeting"  and  on  July  20,  1 989  to  "[m]eet  w/  Molecular  Vaccines  to  discuss  potential 
RSV  Collaboration."  On  October  18,  1989,  the  Deputy  Director  traveled  to 
Gaithersburg  and  Washington,  D.C.  for  an  "RSVIG-IV  Consortium."  Medlmmune  paid 
for  the  trip  on  the  1 3th  of  July  while  MHRI  paid  for  her  travel  on  the  20th  of  July  and 
the  1 8th  of  October. 

The  MPHBL  Director  also  went  to  Washington  on  the  18th  of  October  for  an 
FDA  meeting  on  "RSVIG-IV,"  according  to  his  travel  records,  at  MHRI's  expense. 
Under  the  heading  of  the  capacity  in  which  he  traveled  on  his  expense  records,  the 
Director  stated  "MPHBL." 

The  MPHBL  Director  and  the  Deputy  Director  requested  and  accepted  personal 
reimbursement  from  Medlmmune  for  their  travel  to  Medlmmune's  Maryland  offices  in 
1989.  The  MPHBL  Director  wrote  letters  to  Medlmmune  officials  on  at  least  three 


Letter  from  the  MPHBL  Director  to  the  President  and  CEO,  Medlmmune,  dated  September  7, 
1989  requesting  private  reimbursement  for  expenses  for  the  meeting  with  Medlmmune  officials  in 
Washington  on  September  5,  written  on  Commonwealth  of  Massachusetts,  Department  of  Public 
Health,  Center  for  Disease  Control  stationery. 

15Letter  from  The  MPHBL  Director  to  Medlmmune,  dated  October  17,  1989  requesting 
reimbursement  of  expenses  charged  on  personal  card  for  "our  September  26  meeting  with  clinical 
investigators,"  written  on  Dana-Farber  Cancer  Institute/Harvard  Medical  School  stationery. 
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occasions  asking  for  reimbursement  outside  of  the  state  accounting  system,  stating 
on  one  occasion,  "Please  reimburse  me  directly";  on  another,  "Enclosed  are  my 
expenses  to  be  reimbursed  to  me  personally",  and  on  another  "I've  put  these  on  my 
credit  card  so  please  reimburse  me  personally."  The  Director  also  accepted  expensive 
meals,  in  possible  violation  of  State  Ethics  laws.  M.G.L.  c.  268A,  §2,3  prohibit  State 
employees  from  accepting  items  of  "substantial  value"  and  M.G.L.  c.  268A§23 
prohibits  them  from  engaging  in  conduct  that  would  give  the  appearance  that  they 
could  be  improperly  influenced  in  the  performance  of  their  official  duties  by  an 
individual  or  business  entity.  The  State  Ethics  Commission  has  determined  that 
anything  worth  $50  or  more  is  of  substantial  value  for  the  purposes  of  the  conflict  of 
interest  law. 

Neither  the  Commissioner  of  DPH  nor  the  Assistant  Commissioner  were  aware, 
until  this  Office  brought  it  to  their  attention,  that  the  MPHBL  Director  and  the  Deputy 
Director  had  travelled  to  Maryland  to  meet  with  Medlmmune  officials,  prior  to  their 
employment  with  MHRI,  apparently  to  put  in  motion  a  plan  to  benefit  themselves. 

Section  3:  The  RSVIG  Royalty  Arrangements  Between  the  Former  Director  of  MPHBL. 
the  Deputy  Director  Of  MPHBL.  and  MHRI 

The  evidence  further  suggests  that  MHRI,  Medlmmune,  the  MPHBL  Director 
and  the  Deputy  Director  worked  out  a  private,  no  bid  arrangement  in  advance  of  the 
execution  of  the  MOU  between  MHRI  and  MDPH/MPHBL  and  of  the  RSV  License 
Agreement  between  MHRI  and  Medlmmune  that  could  enable  the  Director  and  the 
Deputy  Director  to  profit  personally  from  the  RS VIG-I V  patent.  Careful  reading  of  the 
RSV  License  Agreement  between  MHRI  and  Medlmmune  reveals  a  critical  exclusion. 
This  agreement  licensed  the  standard  operating  procedures  for  preparing  an 
immunoglobulin  product,  to  Medlmmune.  However,  the  agreement  carves  out  the 
RSVIG-I V  screening  method  that  MPHBL  had  already  established  as  the  optimal  way 
to  make  the  drug  to  be  developed  under  the  RSV  Research  Agreement. 
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The  definition  of  the  "Field"  or  scope  of  research  on  an  anti-RSV  drug,  covered 
by  the  licensing  agreement,  excluded  the  already  invented  screening  method 
apparently  to  enable  personal  financial  benefits  to  inure  to  the  MPHBL  Director  and  the 
Deputy  Director  from  the  research  conducted  earlier  at  MPHBL.  The  RSV  License 
Agreement  stipulates  the  following: 

"1.2  "Field"  shall  mean  the  prevention  or  treatment  of 
respiratory  syncytial,  influenza  or  parainfluenza  virus 
infection  by  immunoglobulin  and/or  monoclonal  antibodies 
and  does  not  include  the  application  of  antibodies  or 
immunoglobulins  to  in  vitro  diagnostic  assay."  (Underline 
ours.) 

Interestingly,  a  memorandum  dated  August  25,  1989,  providing  the  comments 
of  the  Executive  Director  of  MHRI,  the  MPHBL  Director,  and  the  Deputy  Director  to 
the  President  and  CEO  of  Medlmmune  on  his  draft  version  of  the  RSV  License 
Agreement,  indicates  that  the  earlier  draft  did  not  exclude  this  screening  method  from 
the  definition  of  the  "Field"  of  RSV  research. 

The  RSV  Research  Agreement,  executed  in  January  1990,  which  contains  the 
same  exclusion  as  the  RSV  License  Agreement,  provided  funds  for  MHRI  and  MPHBL, 
identified  individually  and  collectively  as  the  "Researcher,"  including  the  MPHBL 
Director  and  the  Deputy  Director,  to  develop  the  RSVIG  technology  despite  the  fact 
that  (1)  the  parties  had  reached  agreement  five  months  earlier  to  draft  the  patent 
application  on  the  RSV  screening  invention  and,  (2)  Medlmmune's  lawyers  had 
forwarded  a  draft  to  the  company  on  January  30,  1 990. 16  Appendix  A  containing  the 
"Research  Plan  for  RSVIG  Project  -  Year-1"  assigns  the  following  responsibilities  to 
the  researchers. 


16The  RSV  Supply  Agreement,  executed  on  January  11,1 990,  reduced  the  salary  and  wages  for 
the  manufacture  of  RSVIG-IV  "by  R&D  reimbursement  for  salaries  of  [the  Deputy  Director,  the  Director, 
and  one  other  employee]." 
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"[djevelop  a  first  generation  RSV  microneutralization  assay 
by  adapting  published  procedures  to  the  screening  of  large 
numbers  of  plasma  samples  and  select  preliminary  plasma 
and  globulin  standards  for  screening  cut-offs." 

A  memorandum  dated  October  6,  1989  from  the  Deputy  Director  to  the 
Assistant  Commissioner  and  the  SLI  Controller,  stated  that  the  State  biologic 
laboratories  and  MHRI  would  conduct  "preliminary  research"  on  the  screening  method 
from  the  beginning  of  October  until  "November  1." 

By  carving  out  the  screening  method  and  then  arranging  for  their  salaries  to  be 
jointly  paid  by  MHRI  on  a  research  project  funded  by  Medlmmune,  the  MPHBL  Director 
and  the  Deputy  Director  put  themselves  in  a  position  to  claim  that  they  had  invented 
the  RS VIG-I V  technology  after  they  had  become  MHRI  employees;  and,  then,  to  claim 
that  they  were  eligible  for  lucrative  royalty  rights.  By  doing  this,  they  were  apparently 
trying  to  deny  the  Commonwealth  its  rightful  claim  to  the  invention. 

The  evidence  reviewed  by  this  Office  suggests  that  neither  the  Commissioner 
or  any  attorney  in  DPH  ever  reviewed  the  RSV  licensing,  research,  and  supply 
agreements  with  Medlmmune.  The  Assistant  Commissioner  told  this  Office  that  he 
did  not  know  that  a  patent  on  the  RSVIG-I V  technology  was  being  drafted  at  the  time 
that  he  signed  the  RSV  Research  Agreement  and  the  RSV  Supply  Agreement. 

The  Commissioner  stated  in  an  interview  with  this  Office  that  he  was  not  aware 
that  a  patent  on  the  RSVIG-IV  technology  was  being  drafted  in  the  names  of  these 
two  employees  when  he  signed  the  MOU  on  December  18,  1989  between  DPH  and 
MHRI.  Nor  was  he  aware  of  the  other  agreements  with  Medlmmune.  He  stated  that 
he  thought  that  he  had  signed  a  prospective  research  agreement  to  develop  RSVIG-IV. 
He  also  acknowledged  that  he  did  not  know  the  stage  of  development  of  RSVIG-IV 
technology  when  he  signed  the  1989  MOU,  and  that  the  drug  was  in  a  national 
clinical  trial  sponsored  by  NIH/NIAID. 
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Both  the  Commissioner  and  the  Assistant  Commissioner  told  this  Office  that 
had  they  known  of  the  royalty  agreements  they  would  have  acted  differently. 

Section  4:  Misleading  Statements  Made  to  DPH  Administrators  to  Induce  Him  to  Sign 
the  RSV  Research  Agreement  and  the  RSV  SudpIv  Agreement  with  Medlmmune 

MHRI,  the  MPHBL  Director,  and  the  Deputy  Director  made  misleading 
statements  to  DPH  administrators  about  Medlmmune  and  its  collaborators  in  their 
attempt  to  convince  DPH  to  authorize  the  new  research  project  under  the  proposed 
RSV  Research  Agreement  with  Medlmmune,  including  the  assertion  that  Medlmmune 
held  a  patent  on  "making  humanized  mouse  monoclonals."  A  mouse  monoclonal  is 
a  genetically  engineered  antibody  (i.e.,  protein),  produced  in  laboratory  animals,  and 
subsequently,  made  harmless  to  humans,  in  order  to  yield  an  agent  capable  of 
neutralizing  an  infection.  These  inaccurate  statements  possibly  based  on  information 
provided  by  Medlmmune  exaggerated  the  status  of  development  of  the  company's 
RSV  research  and  made  it  appear  that  it  owned  a  patent  on  a  breakthrough 
technology.  Records  reviewed  by  this  Office  showed  that  Medlmmune  did  not  hold 
a  patent  on  making  a  mouse  monoclonal.  By  stating  that  Medlmmune  had  a  mouse 
monoclonal  to  the  Assistant  Commissioner,  they  implied  that  the  company  would  have 
a  next  generation  break-through  RSV  product. 

MHRI,  the  MPHBL  Director,  and  the  Deputy  Director  made  other  apparently 
misleading  statements  to  the  Assistant  Commissioner  telling  him  that  MPHBL  would 
receive,  under  MHRI's  RSV  License  agreement  with  Medlmmune,  three  percent  of  the 
royalties  from  a  "second-generation"  RSV  immunoglobulin  product  made  through  the 
use  of  a  vaccine  which  the  Jackson  Foundation  would  develop  with  Medlmmune. 
They  knew  that  nothing  in  the  agreement  obligated  Medlmmune  to  continue  the 
"second-generation"  project  with  the  Jackson  Foundation.  Medlmmune  was  free  to 
enter  into  a  similar  agreement  with  another  company,  instead  of  the  Commonwealth, 
to  develop  an  RSV  vaccine,  which  Medlmmune  did  four  years  later.4   This  new 
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arrangement  with  American  Home  Products  Corporation  ("AHP"),  a  major 
pharmaceutical  company,  leaves  the  Commonwealth  with  no  royalties  on  AHP's  RSV 
vaccine  now  in  Phase  II  clinical  development. 

MHRI,  the  MPHBL  Director,  and  the  Deputy  Director  also  misrepresented  to  DPH 
that  the  RSV  Agreements  involved  a  direct  collaboration  with  a  U.S.  government 
agency,  the  Uniformed  Services  University  for  Health  Sciences  (USUHS).  They  did  not 
tell  him  that  USUHS  was  not  a  party  to  the  agreement  and  instead,  that  the  project 
involved  a  bilateral  agreement  between  Medlmmune  and  the  Jackson  Foundation,  a 
private,  non-federal  entity  that  managed  grants  and  contracts  for  USUHS.  They  also 
did  not  mention  that  Medlmmune  granted  to  Jackson  lucrative  royalty  rights,  worth 
approximately  $20  million,  to  RSVIG-IV  developed  at  MPHBL.  In  reality,  the 
Commonwealth  had  no  agreement  with  USUHS  or  the  Jackson  Foundation.  MHRI, 
the  MPHBL  Director,  and  the  Deputy  Director  apparently  removed  the  page  from  the 
project  description  which  detailed  the  lucrative  licensing  arrangements.  Instead,  they 
told  the  Commissioner  that  the  agreement  involved  a  U.S.  Department  of  Defense 
agency  and,  thus,  implied  that  the  research  project  was  a  collaboration  with  the 
Federal  government. 

MHRI,  the  MPHBL  Director,  and  the  Deputy  Director  misled  the  Assistant 
Commissioner  by  telling  him  that  MPHBL  would  receive,  under  the  RSV  License 
Agreement  with  Medlmmune,  three  percent  of  the  royalties  from  a  "second 
generation"  RSV  product  made  through  the  use  of  a  vaccine  and  three  percent  of  the 
royalties  from  a  "third-generation"  RSV  monoclonal  antibody  product,  which 
Medlmmune  would  develop,  although  these  royalties  were  subject  to  a  competition- 
reduction  clause  in  the  RSV  License  agreement.  The  three  percent  could  be  reduced 
to  one  and  a  half  percent  or  less  if  a  competitive  RSV  product  became  available, 
including  RSVIG.  Medlmmune  had  insisted  on  this  reduced  amount  in  the  company's 
negotiations  with  MHRI,  the  MPHBL  Director,  and  the  Deputy  Director.  After  they 
agreed  on  the  reduced  royalty  rate  with  Medlmmune,  MHRI,  the  Director  of  MPHBL, 
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and  the  Deputy  Director  told  the  Assistant  Commissioner  that  Medlmmune  would  pay 
three  percent  on  each  RSV  product.,  according  to  documents  reviewed  by  this  Office. 

MHRI,  the  MPHBL  Director  and  the  Deputy  Director  apparently  made  inaccurate 
statements  to  DPH  administrators  indicating  that  they  had  attempted  but  had  been 
unable  to  attract  commercial  interest  in  RSVIG-IV  from  major  pharmaceutical 
companies.  According  to  documents  reviewed  by  this  Office,  the  Director  and  MHRI 
had  in  fact  tried  to  attract  commercial  interest  in  CMVIG-IV  several  years  earlier,  but 
evidence  does  not  support  their  assertions  that  they  attempted  to  market  RSVIG-IV 
to  pharmaceutical  companies.  RSVIG-IV  has  commercial  value  as  much  as  eight  times 
greater  as  CMVIG-IV,  according  to  estimates  of  industry  analysts. 

According  to  documents  reviewed  by  this  Office,  MHRI,  the  MPHBL  Director, 
and  the  Deputy  Director  misrepresented  Medlmmune's  status  to  the  Assistant 
Commissioner  by  making  it  appear  that  Medlmmune  was  a  successful  on-going 
concern.  They  failed  to  disclose  that  Medlmmune  had  only  been  founded  eighteen 
months  earlier,  in  April  1 988,  and  that  another  biologic  product  developed  at  MPHBL, 
Cytomegalovirus  Immune  Globulin  ("CMVIG-IV"),  approved  by  the  FDA  in  April  1990, 
would  be  the  company's  first  product  licensed  for  commercial  sale.  RSVIG-IV  was  to 
be  its  other  main  product.  The  records  show  that  Medlmmune  had  executed  only  a 
handful  of  other  drug-related  agreements  before  it  entered  into  the  RSV  agreement 
with  MHRI,  reported  a  net  loss  of  $  1 ,275,000  from  April  22,  1 988  through  December 
31,  1988  and  a  net  loss  of  $2,799,000  for  1989  to  the  Securities  and  Exchange 
Commission  (SEC),  and  that  it  had  no  national  sales  force. 

Section  5:  Other  Misleading  Statements  Made  To  The  Commissioner  And  To  The 
Assistant  Commissioner  About  The  Status  Of  Development  of  RSVIG-IV  Prior  To  The 
Execution  Of  The  1989  Memorandum  of  Understanding  CMOU")  Between 
MDPH/MPHBL  And  MHRI 

MHRI,  the  MPHBL  Director  and  the  Deputy  Director  misrepresented  to  the 
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Commissioner  of  DPH  the  stage  that  the  RSVIG-IV  technology  was  in  at  the  time  that 
he  signed  the  new  MOU  between  MDPH/MPHBL  and  MHRI  in  December  1989.  As 
stated  above,  the  Commissioner  told  this  Office  that  he  thought  that  the  RSVIG-IV 
research  project,  described  in  the  1 989  agreement,  was  prospective  and  was  intended 
to  develop  the  RSV  technology. 

The  preamble  to  the  1989  MOU  stated  the  following: 

"An  active  Biologic  Research  Program  is  required  to 
improve  existing  vaccines. .  .  and  to  develop  new  globulins 
such  as  .  .  .  Respiratory  Syncytial  Virus  Immune  Globulin  to 
prevent  life-threatening  respiratory  infections  in  children 
with  severe  heart  and  lung  diseases." 

The  relevant  attachment,  Exhibit  II. A.  "Respiratory  Syncytial  Virus  Immune 
Globulin  Program,"  to  the  1989  MOU,  submitted  by  MHRI,  the  MPHBL  Director  and 
the  Deputy  Director  stated  under  the  "Overview  of  Project"  the  following: 

"MHRI  and  the  Biologic  Laboratories  are  interested  in 
developing  a  hyperimmune  globulin  that  can  be  used  to 
prevent  serious  disease  due  to  Respiratory  Syncytial  Virus 
(RSV).  ..." 

"Unfortunately,  no  RSV  vaccine  is  available." 

Under  "Participants,"  Exhibit  II. A.  stated  the  following: 

"MVI  and  PPI  are  proposing  to  fund  the  research  and 
development  of  a  RSV  immune  globulin." 

"Biologic  Laboratories  (MPHBL/MHRI)  will  perform  the 
research  required  to  produce  RSVIG  by  screening  plasma 
donors  for  the  appropriate  protective  antibody  .  .  .  ." 

According  to  testimony  of  the  Commissioner,  neither  MHRI,  the  MPHBL  Director 
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and  the  Deputy  Director  told  him  that  State  employees  had  already  performed  the 
research  to  produce  RSVIG-IV  by  screening  plasma  donors  and  were  already 
manufacturing  the  first  lots  of  the  drug,  RSVIG-IV,  under  an  Initial  Investigational 
Application  for  a  New  Drug,  BB-IND  3316  prior  to  the  execution  of  the  new  MOU  in 
December  1989. 17  The  DPH  Commissioner  told  this  Office  that  he  was  not  aware 
that  the  drug  had  already  been  developed. 

In  October  1989,  MPHBL  granted  NIH-NIAID  written  permission  to  "cross-file" 
or  reference  the  State  laboratories'  new  drug  application,  BB-IND  3316,  in  NIH- 
NIAID's  own  application,  BB-IND  331 7,  to  the  FDA,  requesting  permission  to  conduct 
the  national  clinical  trials  at  several  major  medical  centers.  NIH-NIAID  subsequently 
granted  MPHBL  permission  to  reference  BB-IND  331 7  in  its  new  drug  application.  The 
significance  of  these  procedural  steps  to  comply  with  federal  regulations  regarding  the 
testing  of  new  drugs  is  that  they  linked  State's  manufacture  of  RSVIG-IV  to  its  testing 
by  the  Federal  government  on  a  large  scale  population  for  safety  and  efficacy.  The 
FDA  considered  the  clinical  trial  of  RSVIG-IV  to  be  a  "Phase  1 1 /1 1 1 "  trial,  testing  the 
safety  and  efficacy  of  MPHBL's  product.  A  Colorado  physician,  who  received  the  NIH 
grant  to  conduct  the  nationwide  clinical  trial  of  MPHBL's  product,  had  previously 
demonstrated  that  a  less  highly-concentrated  commercial  immunoglobulin  product 
(IGIV)  used  against  RSV  disease  was  safe  and  feasible.18 

One  day,  December  19,  1989,  after  the  Commissioner  signed  the  1989  MOU 
authorizing  the  new  "Biologies  Research  Program"  on  December  18,  1989  to  develop 
new  globulins  such  as  .  .  .  Respiratory  Syncytial  Virus  Immune  Globulin,"  the  MPHBL 
Director  told  the  Director  of  the  FDA's  Center  for  Biologies  Evaluation  and  Research 


BB-IND  3316  was  filed  with  the  FDA  in  October  1989,  for  the  national  clinical  trial  sponsored 
by  NIH-NIAID. 

1 8 

J.R.  Groothius  et  al,  "Use  of  Intravenous  Gamma  Globulin  To  Passively  Immunize  High-Risk 
Children  against  Respiratory  Syncytial  Virus:  Safety  and  Pharmacokinetics,  "  Antimicrobial  Agents  and 
Chemotherapy,  July  1991,  p  1469-1473. 
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(CBER)  that  between  June  1988  and  July  1989,  MPHBL  had  identified  "an  RSV 
antibody  assay  which  correlates  best  with  animal  protection."  He  made  the  following 
statement  to  the  Director  of  the  FDA's  CBER  in  MPHBL's  annual  report  to  the  FDA  on 
BB-IND  2293  (Respiratory  Syncytial  Virus  Immune  Globulin[RSVIG]): 

"As  reported  in  our  last  annual  report  (June  1988)  we 
attempted  to  produce  a  hyperimmune  globulin  to  RSV  by 
using  [an  experimental  method].  .  .  .  Because  of  the 
disappointing  level  of  RSV  antibody  enrichment,  we  then 
evaluated  the  level  of  correlation  between  a  variety  of 
ELISA  assays  and  the  neutralization  assays.  We  found  that 
the  correlations  between  all  assays,  even  between  the 
neutralization  assays,  were  low.  .  .  .  We  therefore 
designed  an  experiment  to  determine  which  assay  would 
identify  plasma  which  would  yield  IgG  with  the  highest 
protective  activity  in  vivo.  .  .  .  The  correlation  coefficients 
between  these  assays  again  were  very  low.  .  .  .  Using  the 
results  of  the  screening  of  101  plasma  units,  we 
[conducted  more  experiments]  ....  The  results  indicated 
that  ....  the  hyperimmune  IgG  prepared  from  plasma 
selected  with  the  CDC  neutralization  assay  appeared  to  be 
enriched  4-fold  or  more  in  antiviral  activity  in  vivo.  We 
therefore  elected  to  utilize  the  RSV  microneutralization 
assay  to  screen  plasma  for  RSV-IGIV  that  is  being  prepared 
under  IND-3316." 

Records  reviewed  by  this  Office  demonstrate  that  in  the  Fall  of  1989,  the 
MPHBL  Director,  the  Deputy  Director  and  the  Executive  Director  of  MHRI  failed  to 
accurately  inform  the  Assistant  Commissioner  about  the  stage  of  development  of 
RSVIG-IV.  By  failing  to  do  so,  they  apparently  hoped  to  convince  him  to  approve  their 
proposed  research  program,  thereby  enabling  MHRI,  the  Director  and  the  Deputy 
Director  to  earn  royalties  on  technology  developed  and  licensed  by  MHRI.  They  did 
so  (1)  by  minimizing  the  accomplishments  that  they  and  other  state  employees  had 
already  made  in  regard  to  the  RSV  project,  (2)  by  hiding  the  fact  that  they  had  already 
developed  a  business  plan  with  Medlmmune  based  upon  potential  sales  of  at  least 
200,000  doses  per  year  for  RSVIG-IV,  (3)  by  not  revealing  the  fact  that  they  had 
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initiated  the  drafting  of  a  patent,  and  (4)  by  making  it  appear  that  MHRI  employees, 
rather  than  State  employees,  were  developing  RSVIG-IV.  The  Executive  Director  of 
MHRI  submitted  a  draft  version  of  proposed  1989  MOU  to  the  Assistant 
Commissioner  stating, 

"MHRI  employees  are  developing  a  safe  and  effective 
hyper-immune  globulin  for  prevention  of  RSV." 

To  the  contrary,  when  the  MPHBL  Director  and  the  Deputy  Director  submitted 
an  official  statement  to  the  FDA,  in  support  of  the  product  license  application  for 
RSVIG-IV,  they  told  the  FDA  that 

"Massachusetts  Biologic  Laboratories  are  developers  and 
manufacturers  of  the  product.  We  are  a  State-operated 
FDA  licensed  vaccine  and  immuno-globulin  production  lab. 
The  key  staff  involved  in  developing  RSV-IVIG  are  [the 
Director,  the  Deputy  Director  and  another  State 
employee.]" 

In  order  to  convince  the  Assistant  Commissioner  to  approve  the  RSV  Research 
Agreement  and  the  1989  MOU,  the  Deputy  Director  submitted  a  longer,  two  page 
version  of  the  project  overview  attached  to  the  MOU,  on  October  6,  1989,  to  the 
Assistant  Commissioner  and  to  the  SLI  Controller.  This  memorandum  also  stated, 


"MHRI  and  the  Biologic  Laboratories  are  interested  in 
developing  a  hyperimmune  globulin  that  can  be  used  to 
prevent  serious  disease  due  to  Respiratory  Syncytial  Virus 
(RSV).  RSV  is  the  most  common  cause  of  lower 
respiratory  infection  (LRI)  in  young  children.  .  .  . 
Unfortunately,  no  RSV  vaccine  is  available.  There  is  reason 
to  believe,  however,  based  on  animal  models  of  RSV 
infection  and  epidemiological  evidence  in  human  disease, 
that  passive  immunization  with  intravenous  immune 
globulin  (IVIG)  will  prevent  serious  RSV  disease.  .  .  . 
[Medlmmune]  a  small  biotechnology  firm  involved  in  RSV, 
parainfluenza,  and  influenza  virus  research  is  interested  in 
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developing  the  technology  to  be  able  to  produce  a  RSV- 
hyperimmune  globulin.  .  .  .  [Medlmmune  is]  proposing  to 
fund  the  research  and  development  of  a  RSV  Immune 
Globulin  (RSVIG)." 

This  statement  was  apparently  intended  to  mislead  the  Assistant  Commissioner 
about  the  status  of  development  of  RSVIG-I V.  It  asserted  that  MHRI  and  MPHBL  are 
"interested  in  developing"  an  RSV  hyperimmune  globulin  because  "[ujnfortunately,  no 
RSV  vaccine  is  available." 

The  two-page  statement  to  the  Assistant  Commissioner  further  continues  as 
follows: 

"There  is  reason  to  believe,  however,  based  on  animal  models  of  RSV 
infection  and  epidemiological  evidence  in  human  disease,  that  passive 
immunization  with  intravenous  immune  globulin  (IVIG)  will  prevent 
serious  RSV  disease." 

The  Deputy  Director's  report  noted  MHRI's  and  MPHBL's  interest  in  developing 
a  hyperimmune  globulin  to  prevent  RSV  disease  and  added  that  Medlmmune,  "a  small 
biotechnology  firm.  .  .  is  interested  in  developing  the  technology  to  be  able  to  produce 
RSV-IVIG." 

The  Deputy  Director's  statement  to  the  Assistant  Commissioner  was  deceptive 
because  it  failed  to  disclose  the  advanced  status  of  MPHBL's  RSVIG-IV  development 
project.  Furthermore,  it  failed  to  disclose  that  the  breakthrough  screening  invention 
had  already  been  made  at  MPHBL.  Six  days  after  the  Director  apparently  attempted 
to  minimize  the  status  of  RSVIG-IV  development  in  his  report  to  the  Assistant 
Commissioner,  he  told  an  entirely  different  story  to  the  FDA  in  an  attempt  to  win  FDA 
support  of  upcoming  clinical  trials.  The  MPHBL  Director  wrote  a  letter  on  October  1 2, 
1 989  to  the  FDA  essentially  stating  that  MPHBL  had  developed  what  MPHBL  believed 
to  be  a  safe  and  effective  RSVIG-IV  product,  potentially  more  effective  than  the 
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commercial  IGIV  previously  tested  in  the  Phase  I  clinical  trial. 

In  his  statement  to  the  FDA  on  October  12,  1989,  six  days  after  the  Deputy 
Director  gave  her  longer  memorandum  to  the  Assistant  Commissioner  and  the  SLI 
Controller,  and  two  months  before  the  new  "Biologies  Research  Program"  was 
executed  by  1 989  MOU  between  MPHBL  and  MHRI,  the  MPHBL  Director  wrote  to  the 
FDA's  Division  of  Biologies  concerning  MPHBL's  new  investigational  drug  application, 
BB-IND3316: 

"The  Massachusetts  Public  Health  Biologic  Laboratories 
have  been  engaged  for  4  years  in  a  research  effort  to 
develop  a  hyperimmune  globulin  to  RSV  utilizing  the 
approach  of  screening  plasma  for  high  antibody  titers  to 
RSV.  .  .  .  We  therefore  designed  an  experiment  to 
determine  which  assay  would  identify  plasma  which  would 
yield  [intravenous  globulin]  with  the  highest  protective 
activity    in    vivo.  Thus    the  hyperimmune 

[immunoglobulin]  prepared  from  plasma  selected  with  the 
CDC  neutralization  assay  appeared  to  be  enriched  4-fold  or 
more  in  antiviral  activity  in  vivo.  We  therefore  elected  to 
utilize  the  RSV  microneutralization  assay  to  screen  plasma 
for  RSV-IGIV  that  is  being  prepared  under  this  IND.  ...  A 
striking  finding  is  the  remarkably  constant  titer  of  RSV 
antibody  by  CDC  microneutralization  in  immunoglobulins 
prepared  from  unselected  donors.  ..." 

The  MPHBL  Director  subsequently  submitted  the  Annual  Report  on  BB-IND 
2293,  mentioned  above,  to  the  FDA,  stating  that  MPHBL  had  identified  the  RSV 
antibody  assay  which  correlated  best  with  animal  protection.  He  was  referring  to  the 
"microneutralization  assay"  that  was  being  used  to  manufacture  RSVIG-IV  for  the 
national  clinical  trial  sponsored  by  NIH-NIAID. 


^Letter  from  the  Director,  RE:  BB-IND  3316-001  to  the  Division  of  Biologies,  HFB-230  [FDA], 
October  12,  1989. 
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In  an  April  13,  1990  letter  to  the  Thrasher  Fund,  the  MPHBL  Director  also 
acknowledged  that  RSVIG-IV  had  been  developed  earlier.  The  MPHBL  Director 
submitted  data  to  Thrasher  pertaining  to  the  RSVIG-IV  screening  method  which 
MPHBL  had  elected  to  use  in  the  clinical  trial  sponsored  by  NIH-NIAID.  The  data  was 
in  substantially  the  same  form  as  that  which  he  submitted  to  Medlmmune's  President 
in  July  1989,  to  the  FDA  in  October  1989.  and  again  to  the  FDA  in  December  1989. 
In  his  April  13,  1990  letter  to  Thrasher,  the  MPHBL  Director  stated, 

"A  enormous  amount  of  work  has  been  done  on  this  project 
and,  more  importantly,  this  work  has  contributed  to  the 
development  of  methods  which  successfully  enrich  RSV 
neutralizing  antibodies  by  four  to  eight-fold.  We  are 
currently  in  an  NIH-sponsored  multi-center  investigation  of 
RSV  immune  globulin  to  prevent  RSV  infections  in  high-risk 
infants  and  young  children." 

The  entire  premise  of  the  RSV  invention  was  that  it  could  produce  an 
immunoglobulin  with  concentrations  of  RSV  antibodies  more  than  four  to  eight  greater 
than  IVIG.  By  informing  the  Assistant  Commissioner  that  "there  is  reason  to  believe" 
that  passive  immunization  with  IVIG  will  prevent  serious  RSV  disease,  and  by  not 
telling  him  that  the  MPHBL  Director,  the  Deputy  Director,  an  MPHBL  Assistant 
Director,  and  others  had  already  found  a  successful  way  to  make  an  immunoglobulin 
four  to  eight  times  more  concentrated,  they  misled  him. 

Finally,  the  statement  asserts  that  Medlmmune  "is  interested  in  developing  the 
technology  to  be  able  to  produce  RSV-hyperimmune  globulin."  This  statement  is 
misleading  because  Medlmmune,  the  MPHBL  Director,  the  Deputy  Director  and  the 
Executive  Director  of  MHRI  had  already  begun  drafting  a  patent  on  the  very 
technology  which  they  said  Medlmmune  was  "interested  in  developing."  The  overall 
intent  of  this  statement  was  to  convince  the  Assistant  Commissioner  to  approve  a 
research  program  to  develop  "the  technology  to  be  able  to  produce  RSV-hyperimmune 
globulin."   What  the  Assistant  Commissioner  did  not  know  was  that  the  MPHBL 
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Director  and  the  Deputy  Director  were  apparently  setting  up  a  potential  $6.3  million 
royalty  windfall  for  themselves  and  MHRI  was  apparently  setting  up  a  $4.2  million 
royalty  windfall  for  itself  by  making  it  look  like  the  invention  was  made  by  MHRI 
employees  during  the  research  program,  and  not  before.  Had  The  MPHBL  Director, 
the  Deputy  Director  and  MHRI  informed  the  Assistant  Commissioner  that  the  RSV 
technology  had  been  developed  earlier,  then  MHRI  would  not  have  been  able  to  claim 
that  it  now  owns  the  right  to  $4.2  million  "in  royalties  or  other  payment  made  to 
MHRI  as  a  result  of  licensure  by  MHRI  or  technology  developed  by  MHRI  employees 
during  the  term  of  the  project"  or  that  the  MPHBL  Director  and  the  Deputy  Director 
own  the  rights  to  a  6.3  million  in  royalties. 

The  MPHBL  Director,  the  Deputy  Director  and  the  Executive  Director  of  MHRI 
asked  the  DPH  Commissioner  and  the  Assistant  Commissioner  to  approve  a  research 
plan  to  "establish  and  standardize  an  assay  based  on  neutralization  of  RSV  suitable 
for  screening  plasma  donors."  The  Commissioner  did  not  know  that  at  the  time  he 
approved  their  request,  Medlmmune's  attorneys  were  already  drafting  a  patent  in  the 
MPHBL  Director's  and  the  Deputy  Director's  names  for  "screening  of  plasma  samples 
for  effective  amounts  of  antibodies  against  respiratory  viruses  through  the  use  of 
neutralization  assays."  MHRI  later  prepared  an  agreement,  which  the  MPHBL  Director 
and  the  Deputy  Director  signed,  under  which  the  MPHBL  Director  and  the  Deputy 
Director  sold  and  assigned  exclusive  rights  to  the  patent  to  MHRI  on  the  premise  that 
the  invention  had  been  made  during  the  term  of  the  research  contract.  By  licensing 
technology  to  Medlmmune  which  had  been  invented  by  MHRI  employees  during  the 
term  of  the  agreement,  MHRI  misappropriated  rights  to  royalties. 

MHRI,  the  MPHBL  Director  and  the  Deputy  Director  changed  the  proposed  1 989 
MOU  between  MPHBL  and  MHRI  to  specifically  designate  the  "Scientific  Director" 
(i.e.,  The  MPHBL  Director)  as  the  official  responsible  for  identifying  inventions  made 
during  the  research  project.  The  original  draft  had  stated  that  the  Assistant 
Commissioner  would  be  the  official  responsible  for  identifying  inventions  made  during 
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the  research  project.  This  modification  had  the  effect  of  further  removing  the 
Assistant  Commissioner  from  awareness  of  the  timing  of  the  invention. 

The  MPHBL  Director  made  still  another  misleading  report  to  the  Assistant 
Commissioner  when  he  argued  for  distribution  of  only  10  percent  of  royalties  from 
CMVIG-IV,  and  later  from  RSVIG-IV,  to  the  General  Fund  of  the  Commonwealth. 
According  to  he  MPHBL  Director,  the  Commonwealth's  contribution  was  "minor". 

In  summary,  the  evidence  suggests  that  the  MPHBL  Director,  the  Deputy 
Director,  and  MHRI  misled  DPH  by  withholding  critical  information  about  the  RSV 
screening  invention  from  the  Assistant  Commissioner  and  from  the  Commissioner,  and 
by  minimizing  the  stage  of  development  of  the  drug.  While  the  Assistant 
Commissioner  was  aware  that  MPHBL  had  been  trying  to  develop  an  effective  RS V- 
IVIG,  he  was  not  aware  that  a  patentable  breakthrough  discovery  had  been  made,  nor 
that  the  MPHBL  Director,  the  Deputy  Director,  and  MHRI  were  working  to  patent  the 
invention,  nor  that  Medlmmune  was  aware  that  the  invention  had  been  made,  nor  that 
the  MPHBL  Director,  the  Deputy  Director  and  MHRI  were  to  claim  later  that  the 
invention  had  been  made  after  the  research  project  began.  The  Assistant 
Commissioner  executed  an  agreement  which  purported  to  have  as  its  goal  the  making 
of  the  such  an  invention.  The  Assistant  Commissioner  knew  that  MPHBL  had  been 
trying  to  make  such  an  invention  for  five  years.  The  Assistant  Commissioner  is  not 
a  scientist  and  had  to  rely  upon  the  Director  and  Deputy  Director  of  the  State  biologic 
laboratories  to  exercise  their  authority  without  conflict  of  interest  and  as  a 
representatives  of  the  Commonwealth. 

This  Office  has  reason  to  believe,  based  upon  interviews  with  Department 
officials  and  review  of  numerous  documents,  that  the  MPHBL  Director,  the  Deputy 
Director  and  MHRI  deliberately  kept  the  Assistant  Commissioner  and  the 
Commissioner  of  DPH  in  the  dark  about  the  break-through  invention  and  that  the 
Assistant  Commissioner  and  the  Commissioner  had  no  practical  means  of  finding  out 
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about  it  except  through  them.  The  MPHBL  Director,  the  Deputy  Director  and  MHRI 
minimized  the  status  of  the  RSV  research  project  and  apparently  hid  the  invention 
from  DPH. 

Omissions  In  Statements  to  EKMS  Inc.  in  1996: 

After  this  Office  informed  the  Legislature  of  the  findings  of  its  investigation  in 
February  1996,  the  MPHBL  Director  and  the  Deputy  Director  worked  with  a 
consultant,  EKMS  Inc.,  on  DPH's  behalf  to  prepare  a  report  for  DPH  concerning  the 
Commonwealth's  interest  in  RSVIG-IV.  The  goal  was  to  demonstrate  that  the 
Commonwealth  received  a  fair  deal  under  the  contracts  negotiated  by  the  MPHBL 
Director,  the  Deputy  Director  and  MHRI  with  Medlmmune.  According  to  DPH  officials, 
EKMS  received  information  directly  and  indirectly  through  other  personnel  from  the 
MPHBL  Director  and  the  Deputy  Director  in  preparing  the  report.  The  MPHBL  Director 
and  the  Deputy  Director  apparently  told  EKMS  that  the  RSVIG-IV  research  project  had 
no  funding  and  appeared  to  be  "going  nowhere"  in  1989,  and  that  RSVIG-IV,  did  not 
have  sufficient  commercial  significance  to  merit  a  partnership  with  the  larger  drug 
companies.  EKMS  was  informed  that  only  "initial  positive  findings"  had  been  made 
by  1989  regarding  RSVIG-IV.  EKMS  was  apparently  not  told  that  NIH/NIAID  had 
already  agreed  to  sponsor  the  national  multi-center  clinical  trial  of  the  drug  before  the 
agreements  were  signed.  EKMS  was  apparently  not  told  that  weeks  after  this  deal 
was  executed  the  Commonwealth  won  a  final  product  license  from  the  FDA  for 
another  immunoglobulin,  CMVIG-IV,  without  any  help  from  Medlmmune.  This  firm 
was  also  apparently  not  told  that  RSV  was  estimated  to  have  a  market  value  of  more 
than  $300  million  dollars  according  to  industry  analysts,  and  that  RSV  is  one  of  the 
most  important  diseases  of  infancy  and  early  childhood  in  the  United  States  and  a 
common  cause  of  hospitalization. 

EKMS  prefaced  its  report  on  April  1 ,  1 996,  to  the  Assistant  Commissioner  with 
a  letter  in  which  its  President  stated  that  he  could  find  no  "defects"  in  the  RSV  deal 
with  Medlmmune  and  requested  permission  to  speak  to  the  Governor  about  the 
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"mistreatment"  ,  to  which  the  Assistant  Commissioner,  the  MPHBL  Director,  the 
Deputy  Director,  and  the  Executive  Director  of  MHRI  had  been  subjected  presumably, 
as  a  result  of  the  disclosure  of  the  MPHBL  Director  and  the  Deputy  Director's  hidden 
royalty  agreement  with  MHRI.  The  DPH  Associate  Commissioner  told  this  Office  that 
he  considered  this  cover  letter  inappropriate  and  had  asked  that  it  be  withdrawn. 
EKMS  subsequently  substituted  a  second  cover  letter  omitting  its  President's  personal 
bias. 

In  its  report,  EKMS  listed  a  "Fact  Set"  from  which  this  consulting  firm  drew  its 
conclusions.  This  Office  concluded  that  virtually  every  "fact"  set  forth  therein  was 
incorrect.  The  EKMS  report  demonstrated  the  extent  to  which  the  MPHBL  Director, 
the  Deputy  Director  and  the  MHRI  Executive  Director  had  minimized,  in  their 
representations  to  DPH,  the  value  of  the  Commonwealth's  proprietary  rights  in  RS  VIG- 
IV  in  1989.  It  also  demonstrated  the  significant  fact  that  DPH  had  never  made  an 
assessment  of  the  value  of  RSVIG-I V,  and  that  the  deal  had  been  structured  by  the 
MPHBL  Director,  the  Deputy  Director  and  MHRI,  parties  with  a  financial  interest  in 
these  contracts,  without  approval  of  the  Commissioner. 

Section  6:  MHRI's  Failure  To  Obtain  DPH's  Permission  To  Enter  Into  The  RSV  License 
Agreement  With  Medlmmune 

DPH  had  built  two  safeguards  into  the  1989  MOU  with  MHRI  to  prevent  its 
vendor  from  entering  into  unauthorized  deals.  The  1989  MOU  contained  a  provision, 
Article  I  C,  which  recognized  that  some  components  of  the  expanded  research  project 
would  require  contracts  or  other  arrangements  with  third  parties.  This  provision 
stated  (a)  that  neither  MHRI  or  MPHBL  could  enter  into  such  arrangements  without 
the  written  approval  of  the  other  and  (b)  that  no  third  party  contract  would  be 
effective  without  the  signatures  of  the  Executive  Director  of  MHRI  and  the  Program 
Director  for  MPHBL  designated  in  another  section,  Article  II,  of  the  MOU.  The 
program  director  named  in  this  section  of  the  MOU  was  the  "Assistant  Commissioner 
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for  Laboratory  Sciences"  who  was  in  charge  of  SLI  and  thus,  had  oversight 
responsibility  for  MPHBL.  The  same  Assistant  Commissioner  had  been  a  co-signer  of 
the  1989  MOU. 

The  1989  MOU  also  stated  that  the  program  director  (i.e.,  the  Assistant 
Commissioner)  could  not  sign  any  third  party  contract,  on  behalf  of  MPHBL,  without 
certifying  to  MHRI  that  he  had  the  Commissioner's  approval.  Section  I  C  states  the 
following: 

"Before  signing  any  third  party  contract,  the  Program 
Director  will  obtain  the  approval  of  the  Commissioner  of 
MDPH,  verbally  or  in  writing,  and  will  provide  MHRI  with  a 
certification  that  such  approval  has  been  obtained." 

Taken  together  these  provisions  require  MHRI  to  have  a  written  certification  of 
the  Commissioner's  approval  before  executing  a  third  party  contract.  MHRI  signed 
the  RSV  License  Agreement  with  Medlmmune,  apparently  without  receiving 
certification  of  approval  by  the  Commissioner,  just  eighteen  days  after  MHRI  and  DPH 
executed  the  1989  MOU. 

Furthermore,  the  Assistant  Commissioner  failed  to  obtain  the  Commissioner's 
approval  before  signing  either  the  RSV  Research  Agreement,  which  authorized  MPHBL 
to  perform  funded  research  for  Medlmmune,  or  the  RSV  Supply  Agreement,  which 
authorized  MPHBL  to  manufacture  RSVIG-IV,  for  Medlmmune.  The  Assistant 
Commissioner  acknowledged  in  his  interview  with  this  Office  that  he  had  not  asked 
the  Commissioner  for  his  approval  before  he  and  the  executive  director  of  MHRI 
signed  the  RSV  Research  Agreement  and  the  RSV  Supply  Agreement  with 
Medlmmune. 

Significantly,  documents  reviewed  by  this  Office  indicate  that  the  Deputy 
Director  misinformed  the  Assistant  Commissioner,  in  a  1 989  memorandum,  about  the 
requirements  for  approval  of  third  party  contracts  under  the  1989  MOU.  She 
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erroneously  informed  him  that  he  could  sign  the  agreements  upon  his  own  review  and 
approval.  While  the  Assistant  Commissioner  should  have  been  aware  of  the 
requirement  for  prior  approval  of  third  party  contracts  by  the  Commissioner,  the 
misinformation  supplied  by  the  Deputy  Director  may  have  contributed  to  his  failure  to 
follow  the  provisions  of  the  1989  MOU. 

This  Office  contends  that  the  agreements  with  Medlmmune  were  never  duly 
authorized  because  the  Commissioner  was  not  informed  of  these  contracts  at  the  time 
that  he  signed  the  1 989  MOU  and  because  these  agreements  lacked  the  requisite 
certification  of  his  approval. 

In  addition,  evidence  suggests  that  the  Deputy  Director  was  aware  of  this 
provision.  Her  handwritting  on  a  draft  MOU  points  to  this  clause,  and  indicates, 

"No!  This  what  we're  trying  to  avoid." 

Since  evidence  indictaes  that  the  Deputy  Director  passed  this  annotated  version 
of  the  draft  MOU,  with  a  cover  memorandum,  to  the  MPHBL  Director,  this  Office 
contends  that  the  Director  was  also  aware  of  the  requirement. 

Furthermore,  this  Office  contends  that  nothing  in  the  Assistant  Commissioner's 
job  description  gave  him  the  unilateral  authority  to  sign  agreements  which  authorized 
the  use  of  public  employees  for  the  development  and  manufacture  of  drugs  for  a 
private  pharmaceutical  company. 

After  this  Office's  investigation  revealed  the  royalty  arrangements  with  MHRI 
in  February  1 996,  the  MPHBL  Director  further  misled  the  Commissioner.  The  Director 
stated  that  he  had  not  negotiated  the  RSV  agreements  between  MHRI  and 
Medlmmune  although  the  documents  reviewed  by  this  Office  demonstrate  that  the 
Director  of  MPHBL  and  the  Deputy  Director  were  closely  involved  at  every  step  of  the 
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drafting  and  negotiation  of  the  agreements. 

Section  7:  MHRI's  False  Claim  That  It  Owns  The  RSV1G-IV  Patent 

MHRI  has  claimed  that  it  owned  the  RSVIG-IV  patent  and  had  a  right  to  license 
the  drug  to  Medlmmune  because  the  Director  of  MPHBL  and  the  Deputy  Director  were 
MHRI  employees  at  the  time  that  the  drug  was  invented.  The  evidence  reviewed  by 
this  Office  does  not  support  MHRI's  claim  for  the  following  reasons: 

This  Office  reviewed  the  memoranda  of  understanding  from  1 982  through  1 989 
between  MHRI  and  MDPH/MPHBL.  In  all  of  these  MOUs,  including  the  1989  MOU, 
MHRI  served  as  the  "fiscal  and  administrative  agent"  of  MPHBL.  In  the  MOUs  prior 
to  the  1989  MOU,  DPH  did  not  grant  any  proprietary  rights  to  MHRI  for  inventions 
made  by  its  employees  while  they  worked  in  the  State  laboratories.  The  1989  MOU 
allowed  MHRI  to  retain  royalties  from  inventions  made  by  its  employees  during  the 
term  of  the  MOU.  MHRI  assisted  MPHBL  by  employing  personnel  and  purchasing 
supplies  used  in  the  production  of  biologic  products.  MHRI  also  contracted  with 
individuals  and  organizations  such  as  the  American  Red  Cross  for  the  sale  of  biologic 
products  and  by-products  thereby  generating  a  stream  of  revenue  from  products 
manufactured  by  MPHBL. 

This  Office  obtained  a  1 988  letter  in  draft  form  from  DPH's  General  Counsel  to 
the  Executive  Director  of  MHRI.  The  letter  outlines  MHRI's  liability  risks  as  a  provider 
of  administrative  services  for  grants  and  contracts  for  DPH.  The  letter  further  defines 
the  scope  of  MHRI's  authority  and  responsibility  prior  to  the  1989  MOU: 

"It  is  my  understanding  that  employees  of  the  MDPH 
conceive  and  plan  the  research  projects,  initiate  the  grants 
and  contracts  by  writing  the  scientific  and  technical 
proposals,  and  directly  supervise  and  take  responsibility  for 
all  work  of  the  staff  that  are  hired  to  perform  the  research." 
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"It  is  my  understanding  further  that  MHRI's  role  is  to 
provide  the  administrative  and  fiscal  services  required  to 
manage  the  grants  and  contracts.  MHRI  and  its  staff  do 
not  take  responsibility  for  the  scientific,  technical,  or  clinical 
activities  carried  out  under  these  research  projects. 

"Based  on  this  understanding,  therefore,  it  is  my  opinion 
that  (1)  any  liability  incurred  as  a  consequence  of  scientific 
or  clinical  activities  carried  out  by  MHRI  employees 
supervised  by  MDPH  managers  are  covered  by  the 
Commonwealth's  Tort  Claims  act.  In  other  words,  I  would 
consider  MHRI  employees  working  under  the  supervision  of 
MDPH  managers  as  'borrowed  servants'  at  MDPH 
facilities."  (Underline  ours.) 

MHRI  was  serving  as  the  State's  agent  and  using  space  at  MPHBL  under  a 
contractual  agreement  with  DPH  pursuant  to  DPH's  mandate  to  produce  and  distribute 
vaccines  and  other  biologic  products.  Furthermore,  the  documents  reviewed  by  this 
Office  demonstrate  that  the  development  of  an  RSVIG-IV  product  was  one  of  the 
tasks  undertaken  by  the  MPHBL  Director  and  the  Deputy  Director  for  the 
Commonwealth. 


The  statement  of  the  MPHBL  Director's  "Job  Description  and  Position,"  which 
was  under  the  Commonwealth's  "Performance  Management  System"  for  FY  1987 
included  among  its  "Priority  Performance  Objectives,"  the  development  of  RSVIG-IV 
technology.  Specifically,  it  stated:  among  his  "Priority  Performance  Objectives"  for 
Fiscal  Year  1987  as  follows: 


"...  [ejxplore  new  serologic  methods  for  making  a 
respiratory  syncytial  virus  immune  globulin.  (RSVIG)" 

The  stated  purpose  of  this  management  system  is  to  enable  joint  planning  and 
communication  between  a  manager  and  a  supervising  manager  on  what  the  manager 
is  expected  to  accomplish  and  to  ensure  that  performance  is  evaluated  in  terms  of 
measurable  results. 
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The  MPHBL  Director  signed  his  "Performance  Plan  on  June  26,  1986,  his 
Progress  Review  on  June  1,  1987  and  his  Annual  Review  on  June  19,  1987.  In  the 
"Progress  Review,"  the  Director  described  the  following  accomplishment: 

"[s]ix  serological  methods  for  RSVIG  production  evaluated." 

The  Deputy  Director's  performance  plan  for  Fiscal  Year  1986  for  the 
Commonwealth's  "Performance  Management  System"  included  under  the  heading, 
"Priority  Performance  Objectives,"  the  following  assignment: 

"Implement   screening   for   RSV   antibodies   by  elisa 
competitive  binding  assay." 

A  successful  grant  proposal  submitted  in  1 986  to  the  Thrasher  Research  Fund, 
entitled  "Feasibility  of  Preventing  Human  RSV  Infections  with  Antibody,"  which 
provided  supplemental  resources  to  develop  the  RSV  technology,  also  confirmed  that 
the  Deputy  Director  was  working  in  her  capacity  as  a  State  employee  on  the  RSV 
research  initiative.  The  proposal  stated  the  following  under  the  heading,  "The 
Massachusetts  Public  Health  Biologic  Laboratories  (MPHBL)." 

"The  Laboratory  currently  processes  approximately 
120,000  units  of  plasma  each  year.  .  .  .  This  laboratory  is 
under  the  direction  of  [the  Deputy  Director],  an  Assistant 
Director  of  MPHBL,  who  will  directly  supervise  the 
development  of  the  ELISA  used  for  screening  and  analyze 
data  (no  salary  is  requested)." 

The  former  Superintendent  of  the  State  Laboratory  Institute,  who  accepted  the 
grant  from  the  Thrasher  Research  Fund  on  December  30,  1 985  on  behalf  of  the  State 
Laboratory  Institute  as  the  "Supervising  Institution,"  confirmed  in  an  interview  with 
this  Office  that  the  Deputy  Director  supervised  the  work  on  the  development  of  a 
screening  method  to  be  used  to  prepare  an  RSVIG  drug.  He  stated, 
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"As  far  as  I'm  aware  of,  the  intention  was  that  she  would, 
and  I  believe  that  she  did.  .  .  " 

The  1986  MOU  between  MHRI  and  MPHBL  named  the  Deputy  Director  as  its 
Project  Director  for  the  "Plasma  Fractionation  Program."  The  MOU  stated  that  the 
purpose  of  the  "Project"  was  to  develop  and  produce  plasma  derivatives  and  by- 
products to  prevent  or  treat  serious  diseases.  Under  the  section  on  "Hiring  and 
Employment,"  the  MOU  specifically  appointed  the  Deputy  Director,  by  name,  to 
assume  primary  responsibity  for  supervision  of  project  staff.  This  MOU  expressly 
acknowledged  that  the  Deputy  Director  was  performing  these  duties  as  a  State 
employee.  This  Office  asserts  that  this  document  refutes  recent  claims  apparently 
made  by  attorneys  for  the  Deputy  Director  that  she  was  not  working  as  a  State 
employee  when  she  worked  on  the  RSV  research  project  prior  to  1990.  The  1986 
MOU  stated, 

"MDPH/MPHBL  shall  designate  a  project  director  who  shall 
be  a  State  employee  and  who  shall  have  primary 
responsibility  for  supervision  of  project  staff  in  consultation 
with  MHRI.  MDPH/MPHBL  shall  have  the  authority  to  make 
all  decisions  as  to  the  nature  and  content  of  the  project. 
Project  Director:  [Deputy  Director  specifically  named]. 

This  reference  in  the  1986  MOU  was  to  the  Deputy  Director's  role  in  her  State- 
funded  position.  The  reason  is  that  by  State  law,  Commonwealth  employees  cannot 
be  supervised  by  personnel  under  contract  to  a  State  agency.  MHRI  was  to  serve  as 
"the  administrative  and  fiscal  agent  for  the  Massachusetts  Department  of  Public 
Health  in  connection  with  the  processing  (fractionation)  of  human  plasma  by 
MDPH/MPHBL.  " 

The  Deputy  Director's  "Priority  Performance  Objectives  included  in  her  State 
"Performance  Plan"  dated  July  1,  1989,  for  Fiscal  Year  1990  included  the  following 
goal: 
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".  .  .  Have  a  pilot  lot  of  RSV-IGIV  ready  for  clinical  trial  by 
November  30,  1989,  including  necessary  FDA  documents." 


The  Assistant  Commissioner's  subsequent  comment,  as  the  "Reviewing 
Manager, "  on  the  Deputy  Director's  accomplishment  of  her  goals  stated  the  following: 

"[The  Deputy  Director]  has  done  an  exceptional  job  this 
year.  In  addition  to  managing  the  operational  aspects  of 
the  Biologic  Laboratories,  [the  Deputy  Director]  has  played 
a  key  role  in  the  development  of  a  new  hyperimmune 
globulin  (RSVIG-IV)  .  .  .." 

Records  reviewed  by  this  Office  reveal  that  MHRI  never  employed  the  Deputy 
Director  prior  to  January  2,  1 990.  The  Deputy  Director  was  an  Assistant  Professor 
of  Medicine  at  Tufts  University  School  of  Medicine  (TUSM)  and  worked  under  a 
contract  between  MHRI  and  TUSM  at  MPHBL  during  the  1 980's.  The  TUSM  contract 
provided  personnel  to  work  on  a  contract  between  MHRI,  acting  as  fiscal  and 
administrative  agent  of  MPHBL,  and  the  American  Red  Cross.  Through  its  contract, 
the  American  Red  Cross  provided  salvaged  plasma  to  MPHBL  and  MPHBL  returned 
plasma  products  and  by-products  to  the  American  Red  Cross.  This  agreement 
between  MHRI  and  the  Red  Cross,  effective  as  of  October  1,  1985  through 
September  30,  1 986,  which  had  the  same  terms  as  subsequent  contracts,  stated  the 
following: 

"WHEREAS,  The  Massachusetts  Public  Health  Biologies 
Laboratory  (MPHBL),  a  division  of  the  State  Laboratory 
Institute  (SLI)  of  the  Commonwealth  of  Massachusetts,  has 
demonstrated  the  capability  of  developing  and  testing  such 
derivatives,  and  is  licensed  by  the  Office  of  Biologies 
Research  and  Review  (CBER),  Federal  Food  and  Drug 
Administration,  to  produce  certain  blood  products  and  is 
developing  and  anticipating  licensure  of  others;  and 

"WHEREAS,  pursuant  to  a  Memorandum  of  Understanding 
between  MHRI  and  SLI  dated  the  28th  day  of  January, 
1982,  .  .  .  MHRI  is  to  act  as  SLI's  fiscal  and  management 
agent  in  connection  with  the  procurement  and  the 
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distribution  of  derivatives  as  described  below 
(Underline  ours.) 


The  Assistant  Commissioner,  who  signed  off  as  the  "Reviewing  Manager,"  on 
the  Deputy  Director's  accomplishment  of  her  performance  goals  for  her  State  position, 
provided  the  following  description  to  this  Office,  in  a  letter  dated  November  2,  1 995, 
of  her  professional  duties  under  the  TUSM  contract  with  MHRI. 


"From  August  1,  1982  until  1990  when  she  became  an 
MHRI  employee,  [MPHBL  Deputy  Directorjwas  a  part-time 
(50%  effort)  Assistant  Professor  of  Medicine  at  Tufts 
University  School  of  Medicine  (TUSM).  Her  job  duties  were 
to  provide  professional  expertise  for  VZIG  and  CMV-IGIV 
projects  related  to  the  DPH-MHRI  Memorandum  of 
Understanding." 

Salary  records,  provided  by  the  Deputy  Director  in  response  to  a  request  by  this 
Office,  confirm  that  she  was  on  the  Tufts  University  payroll  from  1 987  to  1 990,  as 
well  as  the  Commonwealth's  payroll  during  this  time  period.20  The  contract  between 
TUSM  and  MHRI  specifically  states, 


"Tufts  represents  that  it  employs  or  will  employ,  at  its  own 
expense,  all  personnel  required  in  performing  this  contract."  Such 
personnel  shall  not  be  employees  of  or  have  any  contractual 
relationship  with  MHRI."  (Underline  ours.) 

The  Deputy  Director  did  not  perform  work  under  the  joint  salary  arrangements 
with  MHRI  under  the  1989  MOU  until  January  2,  1990,  and  did  not  begin  to  receive 
any  compensation  from  MHRI  until  1990. 

In  the  opinion  of  the  law  firm  of  Bromberg  and  Sunstein, 


20This  Office's  document  request,  dated  October  13,  1995,  was  limited  to  the  period  beginning 
January  1,  1987  through  the  present  (i.e.,  October  13,  1995). 
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"The  RSVIG-IV  process  was  conceived  and  developed 
through  research  conducted  at  MPHBL  from  January  1986 
through  December  1988.  Research  was  conducted  under 
the  direction  of  [the  MPHBL  Director  and  Deputy  Director] 
while  they  were  employed  by  the  Massachusetts 
Department  of  Public  Health  and  prior  to  their  part-time 
employment  under  agreement  between  MHRI  and  MPHBL. 
Their  research  was  funded  by  grants  to  the  Commonwealth 
from  a  private  research  fund,  the  Thrasher  Research  Fund. 
This  is  confirmed  by  (the  Director's)  report  of  research 
findings  to  Thrasher,  references  int  he  Journal  of  Infectious 
Diseases,  and  the  Patent  (US  5,412,077).  It  contradicts 
claims  that  [the  MPHBL  Director  and  Deputy  Director] 
developed  the  patent  process  after  they  joined  MHRI  in 
December  1989."21 

"The  acquisition  of  the  RSVIG-IV  process  by  Medlmmune 
and  the  significant  loss  of  rights  and  commercial  valuation 
to  the  Commonwealth  is  not  happenstance  but,  rather, 
appears  to  be  the  consequence  of  a  determined  strategy. 
Of  particular  note  is  misstatement  of  the  circumstances  of 
research  and  development.  The  record  simply  does  not 
support  claims  by  the  MPHBL  Director  and  Deputy  Director 
that  thev  invented  the  process  after  becoming  employees 
of  MHRI.  Yet  this  misstatement  had  the  effect  of  stripping 
the  Commonwealth  of  its  exclusive  rights  to  the  process 
and  of  its  conseouent  right  to  negotiate  commercial 
valuation  for  royalties  and  production."  (Underline  ours.) 


Section  8:  Medlmmune's  Active  Participation  In  The  Process  That  Resulted  in  The 
Commonwealth  Losing  Its  Rights  To  RSVIG-IV 

According  to  MHRI's  Executive  Director,  in  a  retrospective  memorandum  to  his 
Files  dated  November  1 990,  Medlmmune  officials  "initially  approached  us"  through 
a  "mutual  scientific  acquaintance,  [a  USUHS  scientist]"  and  "collaboration  began  in 
the  summer  of  1989."  The  Executive  Director  said  that  they  had  been  searching  for 


The  former  Director  of  the  State  Laboratory  Institute  signed  off  on  the  grant  from  the  Thrasher 
Research  Fund  as  the  head  of  the  "supervising  institution." 


76 


a  firm  to  help  them  to  scale  up  MPHBL's  capacity  to  manufacture  and  market 
RSVIG-IV. 

According  to  testomony  of  the  Assistant  Commissioner,  Medlmmune  never  met 
with  the  Assistant  Commissioner  or  other  DPH  administrators  but  limited  its 
negotiations  for  RSVIG-IV,  as  well  as  CMVIG-IV,  to  dealings  with  the  MPHBL  Director, 
the  Deputy  Director  and  MHRI.  The  President  of  Medlmmune  flew  to  Boston  on  June 
23,  1989  to  meet  with  the  MPHBL  Director  not  at  MPHBL  but  at  his  office  at  a  local 
hospital.  There  they  executed  the  confidentiality  agreement  which  identified  the 
Director  as  "developer."  The  Assistant  Commissioner  told  this  Office  that  he  never 
met  any  Medlmmune  officials  until  the  end  of  1995. 

The  MPHBL  Director  and  the  Deputy  Director  subsequently  attended  meetings 
at  Medlmmune's  offices  in  Gaithersburg,  Maryland.  Documents  reviewed  the  this 
Office  indicate  that  the  MPHBL  Director  requested  that  Medlmmune  reimburse  him 
privately  for  these  trips.  The  cost  of  airfare  and  meals  exceeded  the  threshold  for 
gifts  of  "substantial  value,"  established  by  the  State  Ethics  law,  M.G.L.  c. 
268A,  §  §2,3.  The  Deputy  Director  was  reimbursed  by  Medlmmune  for  airfare  for  one 
of  these  trips  in  July  1989  and  by  MHRI  for  another  trip  that  month. 

MHRI's  Executive  Director,  the  MPHBL  Director,  and  the  Deputy  Director, 
negotiated  the  deal  for  RSVIG-IV,  and  subsequently  for  CMVIG-IV,  on  behalf  of  the 
State.  It  seems  contrary  to  standard  practice  that  Medlmmune  would  not  have 
sought  to  deal  with  higher  level  DPH  administrators  than  the  MPHBL  Director  and  the 
Deputy  Director  in  regard  to  this  transaction,  especially  considering  the  multi-million 
dollar  value  of  the  products  involved. 

Since  Medlmmune  entered  a  license  agreement  which  negotiated  access  to  the 
Commonwealth's  intellectual  property  through  MHRI.  It  seems  unlikely  that 
Medlmmune's  lawyers  who  specialize  in  intellectual  property,  would  not  have 
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reviewed  the  1989  MOU  between  MHRI  and  DPH.  This  MOU  required  the 
Commissioner  of  DPH  to  approve  all  third-party  agreements  in  advance  and  included 
an  addendum  which  described  MHRI's  royalty  agreement  with  Medlmmune.  No  other 
document  besides  the  MOU  described  the  contractual  relationship  between  MHRI  and 
the  Commonwealth. 

As  previously  stated,  Medimmune's  President  began  to  receive  intellectual 
property  from  the  MPHBL  Director  as  early  as  July  1989.  The  MPHBL  Director  sent 
him  a  memorandum,  which  included  the  results  of  the  Thrasher  Fund  research 
conducted  between  1986  and  1988.  This  memorandum  contained  a  chart 
demonstrating  the  superiority  of  the  "microneutralization  assay"  to  other  screening 
methods  tested  by  MPHBL  to  select  donors  to  prepare  RSVIG-IV(RespiGam).  The 
MPHBL  Director  and  the  Deputy  Director  subsequently  included  this  chart,  in 
substantially  the  same  form,  in  the  scientific  article  published  by  the  JID  in  1 992. 
That  article  was  included  as  part  of  the  patent  application  for  RSVIG-IV  approved  by 
the  U.S.  Department  of  Commerce  Patent  and  Trademark  Office  in  1995. 

Documents  reviewed  by  this  Office  reveal  that  in  August  1989  Medimmune's 
President  advised  MHRI  and  MPHBL's  officials  to  seek  "a  process  patent"  on  the  drug. 
An  official  of  Medimmune's  affiliate,  PPI,  had  previously  sent  the  Director  a  letter 
enclosing  another  pharmaceutical  company's  patent  on  a  drug  to  prevent  RSV 
infection  in  July  1989.  This  letter  looked  forward  to  their  future  collaboration. 

Yet  there  was  no  disclosure  to  the  Commonwealth  of  the  plan  to  file  a  patent 
application  on  RSVIG-IV. 

Pursuant  to  a  June  1989  confidential  agreement  between  the  Director 
(personally)  and  Medlmmune,  Medimmune's  lawyers  received  government  documents 
from  the  Director  of  MPHBL  in  order  to  draft  the  patent  application  for  RSVIG-IV. 
Medimmune's  lawyers  sent  a  draft  application  to  the  Director  of  MPHBL  on  January 
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30,  1 990,  shortly  after  he  began  to  work  under  the  1 989  MOU  under  the  joint  salary 
arrangement.  This  appears  to  be  a  violation  of  the  State  Ethics  law,  M.G.L.  c.  268A, 
§:23(c)2,  which  prohibits  State  officials  from  improperly  disclosing  material  or  data 
within  the  exemptions  to  the  definition  of  public  records  in  M.G.L.  c.  4§7  to  advance 
his  or  her  personal  interests.  M.G.L.  c.  4,  §7,  the  statute  which  defines  the  meaning 
of  specific  "words"  used  in  the  Massachusetts  General  Laws,  exempts  "trade 
secrets,"  which  are  the  core  of  intellectual  property  from  the  definition  of  public 
records.  Another  State  statute,  M.G.L.  c.  266130,  imposes  criminal  penalties  for 
unlawfully  transmitting  a  trade  secret.  The  MPHBL  Director  and  the  Deputy  Director 
would  benefit  by  transmitting  the  trade  secrets  to  Medlmmune  because  the 
information  was  used  by  Medlmmune's  attorneys  to  draft  a  patent  in  the  MPHBL 
Director  and  the  Deputy  Director's  names.  The  patent  listed  the  MPHBL  Director  and 
the  Deputy  Director  as  the  inventors. 

In  October  1989,  the  MPHBL  Director  attended  a  meeting  at  NIH-NIAID  to 
discuss  NIH  plans  to  sponsor  funding  for  the  national  clinical  trial  of  RSVIG-IV. 
Medlmmune  officials  also  attended  this  meeting.  The  clinical  trials  subsequently 
began  the  next  month.  In  November  1989,  MPHBL  manufactured  the  first  lot  of  the 
drug,  RSVIG-IV,  for  this  clinical  trial  before  MHRI  and  Medlmmune  executed  the  RSV 
License  Agreement.  Thus,  it  appears  that  Medlmmune  knew  that  the  screening 
method  to  select  donors,  with  a  high  level  of  protective  activity  against  RSV  infection 
had  been  invented  prior  to  1990.  Medlmmune  signed  the  Research  Agreement  that 
provided  funds  to  MHRI  and  MPHBL  as  the  "Researcher,"  to  "develop  and  test"  this 
screening  method,  after  the  NIH-NIAID  trials  had  commenced. 

Documents  reviewed  by  this  Office  also  reveal  that  in  1989  Medlmmune 
refused  to  agree  to  an  MPHBL  proposal  that  Medlmmune  indemnify  the 
Commonwealth  for  potential  negligence  related  to  the  manufacture  of  RSVIG-IV. 
Negligence  complaints  are  often  included  as  part  of  product  liability  claims.  As  a 
result,  the  Commonwealth  apparently  bore  the  risk  for  the  manufacture  of  drugs  for 
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a  private  pharmaceutical  company. 

In  response,  Medlmmune's  President  stated,  "We  do  not  believe  that  we  should 
indemnify  against  negligence."  In  a  1989  letter  to  the  Director  of  MPHBL, 
Medlmmune  and  its  affiliate,  Pediatric  Pharmaceuticals,  Inc.  agreed  only, 

"to  indemnify,  hold  harmless  and  defend  MPHBL/MHRI,  its 
officers,  employees,  and  agents,  against  any  and  air  claims, 
suits,  losses,  damages,  costs,  fees,  and  expenses  asserted 
by  third  parties,  resulting  from  or  arising  out  of  the  sale  or 
use  of  the  (RSVIG)  Product  by  or  on  behalf  of  Medlmmune 
and  Pediatric  Pharmaceuticals,  except  those  resulting  from 
the  negligence  or  intentional  wrong  doing  of  the 
MPHBL/MHRI.  "(Underline  ours.) 

Despite  the  million  of  dollars  of  sales  that  Medlmmune  has  generated  from  the 
sale  of  MPHBL's  other  drug,  CMVIG-IV,  licensed  by  MHRI  to  Medlmmune,  MHRI  did 
not  agree  to  indemnify  the  Commonwealth  or  provide  private  product  liability 
insurance  until  May  of  1 996  after  this  Office  raised  this  question  with  the  Assistant 
Commissioner. 

Section  9:  Medlmmune's  Misstatements  to  the  SEC  Regarding  Its  Role  in  the 
Development  of  RSVIG-IV 

Medlmmune  appears  to  have  made  inaccurate  assertions  in  official  SEC 
disclosures  and  in  publicity  releases  by  exaggerating  its  role  in  the  development  of 
RSVIG-IV.  Medlmmune  deleting  references  to  the  role  which  the  Commonwealth 
played,  including  that:  (a)  Commonwealth  employees  made  the  RSVIG-IV 
technological  discovery  under  the  Commonwealth's  application,  ("BB-IND  2293"), 
previously  approved  by  the  FDA,  before  Medlmmune  was  involved;  (b)  The 
Commonwealth  owns  the  exclusive  rightful  proprietary  interest  in  the  RSVIG-IV 
invention;  (c)  The  Commonwealth  successfully  manufactured  the  first  lot  of  RSVIG-IV 
under  the  Commonwealth's  second  IND  ("BB-IND  3316")  before  Medlmmune  signed 
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any  agreement  with  MHRI  or  DPH;  (d)  The  National  Institute  of  Health/National 
Institute  of  Allergy  and  Infectious  Diseases  ("NIH-NIAID")  agreed  to  sponsor  and  fund 
a  national  multi-center  Phase  ll/lll  trial  of  RSVIG-IV,  manufactured  by  the 
Commonwealth  under  BB-IND  3316,  before  Medlmmune  signed  its  agreements  with 
MHRI  and  DPH;  (e)  The  NIH-NIAID  Phase  ll/lll  clinical  trial  of  the  Commonwealth's 
product  began  before  Medlmmune  signed  any  agreement  with  MHRI  or  DPH;  (f)  In 
order  to  approve  a  product  license  for  RSVIG-IV,  the  FDA  relied  upon  quality  and 
stability  data  from  the  first  lot  of  RSVIG-IV  manufactured  for  the  NIH-NIAID  clinical 
trial  in  November  1 989,  before  Medlmmune  signed  any  agreement  with  MHRI  or  DPH; 
(g)  The  Commonwealth  holds  the  sole  FDA  product  license  for  RSVIG-IV,  and  (h)  The 
Commonwealth  holds  the  sole  FDA  facility  license  to  produce  RSVIG-IV;  and,  (h)  The 
Commonwealth,  not  Medlmmune,  actually  manufactures  RSVIG-IV  (in  its  State 
biologic  laboratories).  Medlmmune  refers  to  MPHBL  as  a  "contract  manufacturer"  and 
stated  in  its  1991  SEC  disclosure  (Form  S-1)  that  Medlmmune  developed  RSVIG-IV 
with  MHRI  and  the  Jackson  Foundation. 

At  the  MPHBL  Director's  request,  Medlmmune  made  changes  in  the  section  of 
its  1991  Registration  Statement  ("Form  S-1"),  filed  with  the  SEC,  which  disclosed  its 
research,  development,  and  collaborative  arrangements  pertaining  to  the  development 
of  RSV  immune  globulin  products,  by  eliminating  all  references  to  MPHBL.22  The 
Executive  Director  of  MHRI  transmitted  the  MPHBL  Director's  request  to  Medlmmune. 
By  dropping  all  references  to  MPHBL,  Medlmmune  made  it  seem  that  this  drug, 
RSVIG-IV,  had  been  developed  during  the  term  of  the  RSV  Agreements  referenced  in 
Form  S-1 .  Medlmmune  also  eliminated  a  statement  from  its  draft  of  this  section  of  the 
disclosure  form  that  would  have  indicated  that  the  RSV  screening  invention,  used  to 
select  plasma  donors  in  order  to  prepare  the  drug,  had  already  been  made  before  the 
term  of  the  RSV  Agreement  began.    The  original  statement  said,  "Among  the 


^Medlmmune  filed  its  Registration  Statement  (Form  S-1)  in  March  1991  prior  to  its  becoming  a 
publicly  traded  company. 
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purposes  of  the  research  agreement  is  "to  develop  alternate  plasma  screening 
methods  for  use  by  the  Company[Medlmmune]  for  CMV  and  RSV  immune  globulin 
products. "(Underline  ours.)  The  MPHBL  Director  requested  that  this  line  be  deleted 
and  Medlmmune  complied.  This  is  significant  because  Medlmmune  and  the  MPHBL 
Director  failed  to  disclose  that  the  critical  screening  invention  had  already  been  made 
and,  therefore,  that  it  was  not  made  by  MHRI  or  Medlmmune.  This  Office  contends 
that  by  failing  to  disclose  this  information,  Medlmmune  intended  to  imply  that  the 
research,  funded  by  Medlmmune,  was  to  develop  the  screening  method.  This  had  the 
effect  of  exaggerating  to  the  SEC  and  to  prospective  investors  Medlmmune's  role  in 
the  development  of  RSVIG-IV  and  also  hid  from  the  Commonwealth  the  timing  of  the 
invention. 

Finally,  Medlmmune  also  made  statements  to  the  SEC  in  Form  S-1 ,  suggesting 
that  the  company  had  a  greater  role  in  developing  RSVIG-IV  (RespiGam)  than  it 
actually  did.  The  S-1  states,  "The  Company,  in  conjunction  with  MHRI  and  [Jackson 
Foundation],  Medlmmune  has  developed  a  high  concentration  RSV  immune  globulin, 
Hypermmune-RSV  [RespiGam],  for  prevention  and  treatment  of  RSV  disease.  The 
Company  is  currently  evaluating  this  product  in  an  NIH-National  Institute  of  Allergy 
and  Infectious  Diseases  ("Nl  AID")  sponsored  multi-center  Phase  ll/lll  clinical  trial  which 
began  in  1989  to  test  the  efficacy  of  the  immune  globulin  in  prevention  of  RSV 
pneumonia  and  bronchiolitis  in  infants."  (Underline  ours.)  When  Medlmmune  stated 
that  it  was  evaluating  "this  product"  in  trials  which  began  in  1989,  it  was  referring 
to  the  RSVIG-IV  product  which  had  to  have  been  developed  before  the  start  of  the 
NIH-NIAID  trials.  But  Medlmmune  did  not  enter  into  an  agreement  with  MHRI  until 
January  1 990,  after  the  NIH-NIAID  clinical  trials  had  begun.  Medlmmune's  statement 
that  it  had  developed  RSVIG-IV  was  a  misrepresentation  that  could  have  easily  misled 
investors  about  Medlmmune's  role  in  the  development  of  its  most  significant  product. 

Section  10:  The  Role  of  the  Henry  M.  Jackson  Foundation  for  the  Advancement  of 
Military  Medicine  ("Jackson  Foundation")  in  Diverting  Drug  Proceeds  from  the  Federal 
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Government 

Medlmmune  also  signed  an  RSV  License  Agreement  and  an  RSV  Research 
Agreement  with  the  Jackson  Foundation,  referenced  in  its  RSV  License  Agreement 
with  MHRI.  The  Jackson  Foundation  is  a  private,  not-for-profit  Maryland  corporation 
which  provides  personnel  as  well  as  contract  and  grant  management  services  to  the 
Uniformed  Services  University  for  Health  Sciences  (USUHS),  a  Department  of  Defense 
agency.  The  RSV  License  Agreement  between  MHRI  and  Medlmmune,  authorized  by 
the  1 989  MOU,  and  signed  on  or  about  January  1 ,  1 990,  states  that  Medlmmune  and 
its  affiliate,  Pediatric  Pharmaceuticals  Inc.  (PPI)  were  also  entering  into  a  similar 
license  agreement  with  the  Jackson  Foundation.  It  does  not  specify  the  amount  of 
royalties  that  Jackson  will  receive  or  the  terms  of  the  agreements.  Medlmmune's 
"License  Agreement"  with  Jackson  Foundation,  effective  November  8,  1996,  gives 
Medlmmune  exclusive  prospective  rights  to  patents  and  technology  resulting  from  the 
research  conducted  by  Jackson  Foundation  employees  under  RSV  Research 
Agreement  and,  in  return  grants  the  Jackson  Foundation  three  percent  of  the  royalties 
on  "any  immunoglobulin  product  or  any  monoclonal  antibody  used  for  the  treatment 
or  prevention  of  respiratory  syncytial,  influenza,  or  parainfluenza  virus  infection"  sold 
by  Medlmmune.  Thus,  the  Jackson  Foundation  stood  to  receive  as  much 
compensation  as  MHRI  did  for  the  RSVIG-IV  product  developed  in  MPHBL's  FDA 
licensed  laboratory. 

Records  reviewed  by  this  Office  show  that  MPHBL  employees,  not  Jackson 
Foundation  employees,  made  the  critical  RSV  screening  invention,  and  developed 
RSVIG-IV,  prior  to  Medlmmune's  agreements  with  the  Jackson  Foundation. 

While  MHRI,  the  MPHBL  Director  and  the  Deputy  Director  told  the  Assistant 
Commissioner  that  the  RSV  project  would  be  conducted  by  a  "consortium  of  three 
institutions",  the  fact  was  that  no  legal  consortium  was  ever  created.  Instead, 
Medlmmune  executed  a  bi-lateral  agreement  with  the  Jackson  Foundation  to  which 
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the  Commonwealth  was  not  a  party.  Conversely,  the  Jackson  Foundation  was  not 
a  party  to  the  agreements  between  Medlmmune  and  MHRI.  In  fact,  an  attorney 
representing  Jackson  told  this  Office  that  he  had  never  seen  the  Medlmmune's  RSV 
agreements  with  MHRI  and  MPHBL. 

Medlmmune  executed  a  "Research  Agreement"  with  the  Jackson  Foundation, 
which  cited  a  "Research  Plan"  attached  as  "Appendix  A"  to  this  agreement.  This 
research  plan  required  Jackson  (as  Priority  #1)  to  develop  an  RSV  1st  Generation 
Screened  Product"  and  (as  Priority  #2)  to  "Evaluate  for  best  screening  method."  The 
start  date  for  the  first  objective  was  August  1 989  according  to  a  chart  included  in  the 
Research  Plan.  The  start  date  for  the  second  objective  appears  to  fall  between 
August  and  December  1989. 23  As  previously  described  in  this  report,  records 
reviewed  by  this  Office  indicate  that  the  objectives  described  in  both  Priority  1  and 
Priority  2  has  already  been  accomplished  by  MPHBL  employees  prior  to  August  1 989. 
The  Research  Agreement  between  Medlmmune  and  the  Jackson  Foundation  also 
called  for  the  Jackson  Foundation  to  develop  another  RSV  product,  a  vaccine. 

Documents  reviewed  by  this  Office  indicate  that  by  1 989,  scientists  at  USUHS 
had  already  made  a  substantial  contribution  to  the  scientific  literature  on  the  potential 
for  intravenous  immunoglobulin  to  prevent  RSV  disease.  These  articles  were  in  the 
public  domain  by  November  1 989,  the  effective  date  of  Jackson's  and  Medlmmune's 
RSV  license  and  research  agreements  with  Medlmmune.  Jackson  scientists  had 
conducted  the  research  prior  to  the  Jackson -Medlmmune  agreement  as  faculty 
members  of  USUHS.  Thus,  any  RSV  inventions  made  by  them  before  November, 
1 989,  appear  to  belong  to  the  federal  government.  Competitive  procurement  laws 
regulate  how  pharmaceutical  companies  license  patent  rights  from  the  Federal 
government. 


Research  Plan,  Article  1,  Paragraph  1.3,  p  4. 
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This  Office  contends  that  since  RSVIG-IV  was  developed  prior  to  the 
Medlmmune-Jackson  agreements,  and  prior  to  the  Medlmmune-MHRI  agreements,  the 
RSV  screening  invention  and  RSVIG-IV  belong  to  the  State  government  of 
Massachusetts.  Medlmmune  appears  to  have  used  the  same  plan  of  action  with  the 
Jackson  Foundation  as  it  did  with  MHRI.  That  is,  in  both  cases,  the  private 
companies  associated  with  government  entities  company  (i.e.,  the  Jackson 
Foundation  with  the  federal  government  and  MHRI  with  the  state  government),  appear 
to  have  misled  their  respective  government  affiliates  to  believe  that  the  RSV  screening 
invention  and  RSVIG-IV  had  been  developed  during  the  research  projects  sponsored 
by  Medlmmune.  In  fact,  the  RSV  screening  invention  and  RSVIG-IV  had  been 
developed  beforehand. 

By  creating  the  appearance  that  the  screening  invention  had  been  made  and 
that  RSVIG-IV  had  been  developed  during  the  term  of  the  research  agreements 
sponsored  by  Medlmmune,  both  Jackson  and  MHRI  stand  to  receive  millions  of  dollars 
in  royalties  which  would  otherwise  have  gone  to  the  state  government  of 
Massachusetts.  This  Office  contends  that  the  RSV  screening  invention  and  RSVIG-IV 
were  developed  by  MPHBL  employees  prior  to  the  agreements  between  Medlmmune, 
MHRI,  and  the  Jackson  Foundation.  Even  if  it  could  be  demonstrated  that  the  earlier 
work  of  USUHS  scientists,  i.e,  their  research  on  intravenous  immunoglobulins, 
justified  the  awarding  of  some  proprietary  interest  in  RSVIG-IV  to  USUHS,  the  federal 
government,  not  the  Jackson  Foundation  or  the  scientists  themselves,  would  own 
those  rights. 

As  a  result  of  Medlmmune's  falsely  claiming  that  the  purpose  of  the  RSV 
Research  Agreement  between  Jackson  and  Medlmmune  was  "to  develop  RSV 
screened  product"  and  "evaluate  for  best  screening  method, "  an  estimated  $21  million 
in  revenue  from  the  sales  of  RSVIG-IV  will  go  to  the  Jackson  Foundation. 

Apparently,  USUHS  scientists  introduced  officials  of  Medlmmune  to  MHRI's 
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executive  director  and  the  MPHBL  Director.  The  Jackson  Foundation's  General 
Counsel  told  this  Office  that  Medlmmune  officials  had  known  the  USUHS  scientists 
for  many  years  through  their  positions  at  Walter  Reed  Army  Hospital. 

The  Jackson  Foundation's  1995  Annual  Report  States, 

"In  1989,  the  Foundation  facilitated  the  consortium 
agreement  which  in  turn  led  to  the  development  and 
commercialization  of  RespiGam." 

As  mentioned  above,  MHRI's  Executive  Director,  in  a  November  1990 
memorandum  to  his  File,  stated  that  one  of  the  USUHS  scientists  introduced 
Medlmmune  officials  to  MHRI  in  the  summer  of  1989. 

In  an  effort  to  gain  the  Commissioner's  approval  for  the  RSV  agreements  with 
Medlmmune,  the  MHRI,  the  Director  and  the  Deputy  Director  told  him  and  others,  in 
their  project  description  set  forth  in  Exhibit  II. A.  of  the  1989  MOU,  that 
USUHS/Jackson  would  be  a  member  of  the  consortium  with  Medlmmune  and 
MPHBL/MHRI  to  develop  RSV  products.  They  also  stated,  in  Exhibit  II. A,  that  a 
faculty  member  at  USUHS  would  be  one  of  the  clinical  investigators  involved  in  the 
proposed  NIH-sponsored  clinical  trial  of  the  product.  The  implication  of  these 
statements  is  that  the  Federal  government  would  be  directly  involved  in  the  RSV 
research  project  and  that  the  research  project  would  be  conducted  in  accordance  with 
Federal  laws  and  regulations  concerning  disposition  of  property  rights.  These 
statements  were  inaccurate  because  USUHS  was  not  a  party  to  the  consortium. 
Instead,  the  Jackson  Foundation,  which  is  a  private,  non-federal  corporation,  entered 
into  a  bilateral  agreement  with  Medlmmune. 

This  Office  has  reason  to  believe  that  the  Director,  Deputy  Director  and  MHRI 
misled  the  Commissioner  about  the  nature  of  the  RSV  research  project  and  failed  to 
inform  him  of  the  commercial  relationship  between  the  parties.   Significantly,  the 
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Director,  Deputy  Director  and  MHRI  did  not  describe  the  royalty  terms  of  the  RSV 
agreements  when  they  submitted  the  1989  MOU  to  the  Commissioner  for  his 
approval.  They  included  a  description  of  royalty  terms  for  other  research  projects  in 
the  other  exhibits  to  the  1989  MOU,  but  not  for  the  RSV  project.  By  deleting  the 
description  of  the  royalty  terms,  and  by  describing  the  project  as  a  collaboration  with 
the  Federal  government,  the  Director,  Deputy  Director  and  MHRI  appear  to  have 
misled  the  Commissioner  about  the  true  nature  of  the  RSV  project. 

Section  1 1 :  The  Consequences  of  the  Deliberate  Omission  of  the  Commonwealth  as 
the  Licensor  in  the  RSV  Agreements  with  Medlmmune 

This  Office  contends  that  the  Commonwealth  has  never  granted  to  Medlmmune 
the  right  to  make  or  sell  RSVIG-IV  under  the  FDA  product  license  issued  to  MPHBL. 
The  reasons  are  the  following:  (1)  MHRI,  the  MPHBL  Director,  the  Deputy  Director, 
and  Medlmmune  structured  the  RSV  License  Agreement  to  make  MHRI,  not  the 
Commonwealth,  the  "Licensor."  The  rationale  for  this  structure  appears  to  be  that  it 
took  the  agreement  out  of  the  State  procurement  system,  to  avoid  the  scrutiny  of  the 
Commissioner,  and  to  facilitate  their  plan  to  reap  royalties  for  themselves  and  MHRI; 
(2)  Because  MHRI  and  Medlmmune  made  the  RSV  License  Agreement  a  bi-lateral 
agreement  between  them,  the  DPH  Commissioner  and  DPH's  attorneys  never 
reviewed  or  approved  the  multi-million  dollar  license  which  purportedly  disposed  of  the 
valuable  state  invention;  (3)  The  apparently  deliberate  omission  of  the  Commonwealth 
from  the  RSV  License  Agreement  had  the  effect  of  granting  to  Medlmmune  only  those 
rights  to  technology  which  MHRI,  the  sole  licensor,  owned,  later  acquired,  or 
developed;  (4)  MHRI,  the  fiscal  and  administrative  for  the  State  biologic  laboratories, 
had  no  pre-existing  RSVIG-IV  technology  and  nothing  in  the  RSV  Research  Agreement 
granted  Medlmmune  any  technology  from  the  Commonwealth;  (5)  The 
Commonwealth,  which  owned  the  RSV  technology  was  not  a  party  to  the  RSV 
License  Agreement.  (6)  Thus,  the  Commonwealth  never  conveyed  to  Medlmmune  its 
interest  in  any  future  RSVIG-IV  product  license;  (6)  The  RSV  Research  Agreement 
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does  not  convey  to  Medlmmune  rights  to  make  or  sell  RSVIG-IV  under  the 
Commonwealth's  RSV  product  license;  and  (7)  The  RSV  Supply  Agreement  does  not 
legally  bind  the  Commonwealth  to  continue  to  supply  RSVIG-IV  (RespiGam)  to 
Medlmmune  after  the  FDA  licensed  this  product.  In  conclusion,  the  Commonwealth, 
if  it  so  chooses,  may  license  and  supply  RSVIG-IV  to  another  pharmaceutical 
company,  or  to  Medlmmune,  under  more  favorable  terms  to  the  State.  Alternatively, 
the  Commonwealth  could  decide  to  supply  RSVIG-IV  directly  to  medical  facilities 
anywhere  in  the  world  without  approval  of  Medlmmune. 

The  RSV  License  Agreement 

MHRI  executed  the  RSV  License  Agreement  with  Medlmmune  on  or  about 
January  5,  1990.  On  that  same  date,  MHRI,  MPHBL  and  Medlmmune  executed  two 
other  agreements  entitled  "RSV  Research  Agreement"  and  "RSV  Supply  Agreement." 
This  Office's  analysis  of  the  obligations  imposed  by  these  contracts  reveals  that  the 
Commonwealth  did  not,  pursuant  to  the  literal  terms  of  those  agreements,  grant  to 
Medlmmune  the  right  to  make  or  sell  RSVIG-IV  under  the  Commonwealth's  FDA 
license  to  manufacture  biologic  products.  These  agreements  do  not  grant  Medlmmune 
ownership  of  RSVIG-IV,  do  not  grant  Medlmmune  the  right  to  manufacture  RespiGam 
under  the  Commonwealth's  FDA  facility  license,  do  not  grant  Medlmmune  the  right 
to  sell  RespiGam  under  the  Commonwealth's  FDA  product  license,  and  do  not  allow 
Medlmmune  to  compel  the  Commonwealth  to  supply  it  with  RespiGam. 

Nothing  in  the  RSV  agreements  prohibits  the  Commonwealth,  if  it  so  chooses, 
from:  (1)  discontinuing  the  supply  of  RespiGam  to  Medlmmune;  (2)  licensing  and 
supplying  RespiGam  to  another  pharmaceutical  company,  or  to  Medlmmune,  under 
more  favorable  terms  to  the  Commonwealth;  and/or  (3)  directly  supplying  RespiGam 
to  medical  facilities  anywhere  in  the  world  without  approval  of  Medlmmune. 

Medlmmune  designated  MHRI  and  only  MHRI  as  the  "Licensor"  in  the  RSV 
License  Agreement,  omitting  all  references  to  the  Commonwealth.    Under  this 
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agreement,  the  "Licensor"  grants  Medlmmune  (1)  the  exclusive  right  to  use 
technology  owned  by  "Licensor"  and,  (2)  the  right  under  "Licensor's"  government 
licenses  to  make,  have  made,  use  and  sell  licensed  products  such  as  RS VIG-IV.  By 
substituting  MHRI  as  "Licensor,"  Medlmmune  narrowed  the  scope  of  what  was  being 
licensed  under  the  agreement  to  exclude  licenses  and  technology  owned  by  the 
Commonwealth  and  to  include  licenses  and  technology  owned  by  MHRI  instead.  The 
Commonwealth  exclusively  holds  the  FDA  product  license  and  the  FDA  Establishment 
or  facility  license  for  RS VIG-I V;  MHRI  and  Medlmmune  do  not.  The  Commonwealth 
also  exclusively  owns  technology  that  was  developed  in  the  State  biologic  laboratories 
prior  to  the  agreements. 

By  naming  MHRI  as  licensor,  and  by  not  seeking  a  license  from  the 
Commonwealth,  the  parties  paved  the  way  for  MHRI,  the  MPHBL  Director  and  the 
Deputy  Director  to  claim  millions  in  potential  royalty  rights.  MHRI  now  apparently 
claims  that  as  licensor  of  the  RSV  technology  to  Medlmmune,  it  owns  the  rights  to 
20  percent  RSVIG-IV  royalties.  The  MPHBL  Director  and  the  Deputy  Director 
apparently  claim  that,  as  MHRI  employees,  they  own  the  right  to  30  percent  of 
RespiGam  royalties.  Under  MHRI's  agreement  with  the  Commonwealth,  signed 
shortly  before  the  RSV  License  Agreement  was  executed,  the  Commonwealth  allowed 
MHRI  for  the  first  time  ever  to  keep  20  percent  of  "royalties  or  other  payments  made 
to  MHRI  as  a  result  of  licensure  by  MHRI  of  technology  developed  by  MHRI  employees 
during  the  term  of  the  project .  .  .  .  "  (Emphasis  added).  Under  its  agreement  with  the 
Commonwealth,  MHRI  earned  only  its  flat  11  percent  overhead  rate  unless  MHRI 
licensed  its  own  technology  developed  during  the  term  of  the  project.  When 
Medlmmune  and  MHRI  decided  to  designate  MHRI  as  the  licensor  in  the  RSV  License 
Agreement,  and  when  they  structured  the  agreement  so  that  it  concerned  technology 
which  MHRI  "has,  will  obtain  or  develop,"  they  put  in  place  a  license  agreement  which 
would  allow  MHRI,  the  MPHBL  Director  and  the  Deputy  Director  to  claim  millions  in 
royalty  rights  which  they  could  not  have  otherwise  earned. 


89 


Contrary  to  DPH  official's  expressed  statements,  MHRI  is  a  private,  non-profit 
corporation  that  has  no  legal  affiliation  with  the  Commonwealth's  research  project, 
except  by  contract,  as  provided  in  the  1989  Memorandum  of  Understanding.  MHRI 
was  not  created  by  an  act  of  the  Legislature,  nor  is  it  in  any  way  controlled  by  the 
Commonwealth. 

When  Medlmmune,  MHRI,  the  MPHBL  Director  and  the  Deputy  Director  named 
MHRI  and  not  the  Commonwealth  as  licensor  they  circumvented  State  review  of  the 
contract.  The  evidence  suggests  that  such  a  review  would  have  triggered  the 
Commissioner's  concern  about  employees'  potential  conflicts-of-interest.  In  a  nearly 
identical  scenario  which  took  place  a  year  later,  the  Commissioner  requested  that  the 
MPHBL  Director,  the  Deputy  Director,  an  Assistant  Director  of  MPHBL,  and  the 
Assistant  Commissioner  sign  a  disclosure  statement  stating  that  they  had  no  personal 
financial  interest  in  another  licensing  agreement  between  MHRI  and  Medlmmune 
before  the  Commissioner  would  retroactively  approve  that  deal.  The  MPHBL  Director, 
the  Deputy  Director,  an  Assistant  Director,  and  the  Assistant  Commissioner  signed 
this  disclosure.  Only  a  short  time  later,  the  MPHBL  Director  and  the  Deputy  Director 
assigned  their  purported  interest  in  the  RSV  screening  invention  to  MHRI  for 
potentially  millions  of  dollars  in  royalty  rights  without  informing  the  Commissioner  of 
DPH  or  the  Assistant  Commissioner.  The  facts  of  the  two  scenarios  are  strikingly 
similar,  and  the  Commissioner's  concerns  in  one  matter  cannot  be  distinguished  from 
his  concerns  in  the  matter  at  hand. 

Medlmmune's  deliberate  omission  of  the  Commonwealth  from  the  RSV  License 
Agreement  at  MHRI's  request  has  had  far  reaching  consequences.  Otherwise, 
Medlmmune  would  have  possessed  the  right  to  make  and  sell  RSVIG-I V  under  the 
Commonwealth's  FDA  product  license  for  this  drug  and  its  facility  license  because  the 
Licensor  granted  the  Licensee  these  rights  under  the  terms  of  the  contract.  Instead, 
Medlmmune  structured  the  RSV  License  Agreement  so  that  it  granted  Medlmmune 
only  the  intellectual  property  and  licenses  that  belonged  to  MHRI.  MHRI,  however, 
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has  no  proprietary  interest  in  the  FDA  product  license  issued  to  MPHBL  for  RSVIG-IV. 
In  fact,  neither  Medlmmune  nor  MHRI  was  a  party  to  MPHBL's  product  license 
application.  MHRI  did  not  participate  in  the  meetings  with  the  FDA  throughout  the 
license  process. 

As  a  result  of  the  decision  to  omit  MPHBL  as  the  licensor  in  the  RSV  License 
Agreement,  Medlmmune  does  not  have  the  right  to  use  the  Commonwealth's 
RSVIG(RespiGam)  product  license. 

The  RSV  License  Agreement  referred  specifically  to  three  categories  of  MHRI 
technology  which  MHRI  licensed  to  Medlmmune  i.e.,  that  which  MHRI  (1)  "has";  (2) 
"will  obtain";  (3)  "or  develop."  Records  reviewed  by  this  Office  and  Bromberg  and 
Sunstein  demonstrate  that  MHRI  did  not  "have,"  i.e.,  own,  the  RSV  technology  which 
had  been  developed  at  MPHBL  prior  to  the  execution  of  the  RSV  License  Agreement. 
To  the  contrary,  according  to  official  statements  made  to  the  FDA  by  the  MPHBL 
Director  and  the  Deputy  Director,  according  to  scientific  journal  articles  written  by  the 
MPHBL  Director,  according  to  the  MPHBL  Director's  reports  to  the  Thrasher  Fund,  and 
according  to  correspondence  between  the  MPHBL  Director,  the  Deputy  Director  and 
Medlmmune's  patent  attorneys,  the  MPHBL  Director,  the  Deputy  Director,  and  an 
Assistant  Director,  all  State  employees,  made  the  RSVIG-IV  invention  and  reduced  it 
to  practice  the  during  a  five-year  research  program  conducted  by  MPHBL.  The 
Commonwealth  alone  owns  the  pre- 1 990  technology,  and  it  exclusively  holds  the  FDA 
product  license  to  RSVIG-IV.  The  FDA  also  approved  a  supplement  to  MPHBL's  FDA 
Establishment  license  to  manufacture  RSVIG-IV.  In  sum,  MHRI  has  no  proprietary 
interest  in  the  pre-1990  intellectual  property  developed  at  MPHBL.  Neither  were  the 
MPHBL  Director,  the  Deputy  Director  or  the  Assistant  Director  MHRI  employees  during 
the  time  period  in  which  the  invention  was  made.24  Furthermore,  records  reviewed 


The  Deputy  Director  worked  as  a  Tufts  University  employee  during  portions  of  this  time  period 
on  a  plasma  supply  contract  with  the  Red  Cross  administered  by  MHRI,  but  the  Tufts  contract 
specifically  provided  that  "such  personnel  shall  not  be  employees  of  or  have  any  contractual 
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by  this  Office  indicate  that  DPH  hired  MHRI  to  serve  as  its  fiscal  and  administrative 
agent;  it  viewed  MHRI  employees  as  "borrowed  servants"  working  in  its  laboratory 
facility;  and  officials  at  DPH  did  not  intend  MHRI  to  earn  property  rights  to  technology 
developed  under  its  contracts  with  MDPH/MPHBL.  MHRI's  Executive  Director 
proposed  to  DPH  in  a  May  1989,  memorandum  that  MPHBL  assign  to  MHRI  property 
rights  to  inventions  and  products  developed  during  future  MOUs.  Records  show  that 
DPH  rejected  this  idea  and  did  not  include  it  in  the  1989  MOU. 

The  Executive  Director  of  MHRI  stated  in  a  memorandum  dated  December  18, 
1987  that  "MHRI's  role  is  to  provide  certain  administrative  services  to  assist  the  lab 
to  carry  out  its  mission,  but  that  MHRI  does  not  operate  a  comprehensive  university 
type  research  program."  Regardless,  MPHBL  had  made  the  RSVIG-IV  invention  and 
reduced  it  to  practice  before  MHRI  signed  the  RSV  License  Agreement  with 
Medlmmune.  MPHBL  had  filed  its  second  Initial  Investigational  New  Drug  Application 
(IND)  with  the  FDA  and  it  was  in  effect  before  this  contract  was  executed;  and 
MPHBL  had  manufactured  the  first  lot  of  RSVIG-IV  for  the  NIH-NIAID  Phase  ll/lll 
national  multi-center  clinical  trial  to  test  its  safety  and  efficacy  by  November  1989, 
before  this  contract  was  executed. 

MHRI  did  not,  and  could  not  legally  grant  Medlmmune  the  exclusive  right  to 
make  and  sell  this  biologic  product  under  MPHBL's  product  and  manufacturing 
licenses.  No  provision  of  the  1989  MOU,  RSV  License  Agreement,  RSV  Research 
Agreement  or  RSV  Supply  Agreement  gave  MHRI  the  authority  to  grant  a  license  to 
Medlmmune  to  make  and  sell  RSVIG-IV  under  MPHBL's  product  and  manufacturing 


relationship  with  MHRI."  During  this  entire  time  period,  the  Deputy  Director  served  as  a  State 
employee  in  the  capacity  as  the  officially  appointed  product  manager  for  the  Commonwealth  under 
the  FDA-approved  RSV  investigational  new  drug  research  project.  Under  the  1986  and  1988 
memoranda  of  understanding  between  MHRI  and  MPHBL,  the  Deputy  Director  was  specifically  named 
as  project  director.  The  MOU  stated  that  the  project  director  "shall  be  a  State  employee."  The  Deputy 
Director's  duties  as  project  director  were  also  delineated  in  her  State  employee  performance  review 
reports. 
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licenses.  When  MHRI  and  Medlmmune  changed  the  RSV  License  Agreement  to 
eliminate  MPHBL  as  a  licensor  (and  defined  MHRI  as  Licensor  instead)  they  effectively 
eliminated  from  the  agreement  any  provision  by  which  the  Commonwealth  granted 
Medlmmune  a  license  to  make  and  sell  RSVIG-IV  under  its  FDA  licenses.  MHRI 
granted  Medlmmune  the  right  to  make  and  sell  products  under  "Licensor's"  product 
and  manufacturing  licenses,  but  Medlmmune  never  asked  for  or  received  a  license 
from  the  Commonwealth  to  manufacture  RSVIG-IV  under  MPHBL's  product  and 
manufacturing  licenses  under  those  agreements. 

As  previously  discussed  in  Section  1  of  this  report,  the  1989  MOU  between 
MDPH/MPHBL  and  MHRI  stated  that  "no  third  party  contract  will  be  effective  without 
the  signature  of  .  .  .  the  MDPH/MPHBL  Program  Director."  The  Assistant 
Commissioner  did  not  sign  the  RSV  License  Agreement.  The  1989  MOU  stated  that 
MHRI  could  not  enter  into  an  arrangement  with  a  third  party  until  it  had  received  a 
"certification"  that  approval  of  the  Commissioner  of  DPH  had  been  obtained.  The 
DPH  Commissioner  told  this  Office  that  he  did  not  approve  the  RSV  License 
agreement  and  that  he  was  not  aware  of  the  agreement  until  a  considerable  amount 
of  time  after  it  had  been  executed  by  MHRI  and  Medlmmune.  The  Assistant 
Commissioner  also  told  this  Office  that  the  Commissioner  did  not  approve  the 
agreement.  The  bottom  line  is  that  no  Commonwealth  employee  signed  the  RSV 
License  Agreement,  nor  did  any  attorney  of  the  Commonwealth  know  of  this 
agreement  prior  to  its  execution  by  MHRI  and  Medlmmune. 

In  the  March  1991  patent  assignment  agreement,  executed  by  MHRI's 
Executive  Director,  the  MPHBL  Director  and  the  Deputy  Director,  the  MPHBL  Director 
and  the  Deputy  Director  "sold  and  assigned"  the  RSV  screening  invention  to  MHRI, 
without  DPH's  approval  or  knowledge.  As  previously  stated,  that  action  represented 
the  misappropriation  of  Commonwealth  property.  The  "sale"  was  predicated  on  the 
false  premise  that  the  invention  had  been  made  by  the  MPHBL  Director  and  the 
Deputy  Director  during  the  term  of  the  1989  MOU.    As  previously  indicated,  the 
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Executive  Director  of  MHRI,  Medlmmune,  the  MPHBL  Director  and  the  Deputy  Director 
apparently  knew  that  this  representation  was  not  accurate  because  they  had  initiated 
the  drafting  of  a  patent  on  the  invention  five  months  prior  to  MHRI's  execution  of  the 
RSV  License  Agreement  with  Medlmmune. 

The  RSV  Supply  Agreement 

MHRI,  MPHBL  and  Medlmmune  executed  a  three-party  agreement  entitled  the 
RSV  Supply  Agreement"  on  or  about  January  5,  1 990.  This  agreement  identified  both 
MHRI  and  MPHBL  as  the  "Supplier."  The  Supply  Agreement  set  forth  the  terms  and 
conditions  under  which  the  supplier  would  manufacture,  test  and  package  RSVIG-IV 
and  supply  it  to  Medlmmune,  as  the  purchaser,  during  the  term  of  the  clinical  trials 
of  this  drug.  The  RSV  Supply  Agreement  provided  that  the  Commonwealth,  at  its 
option,  could  extend  the  term  of  the  supply  agreement  for  up  to  ten  years  from  the 
date  of  the  FDA's  approval  of  the  product  for  commercial  sale.  The  RSV  Supply 
Agreement  does  not  obligate  the  Commonwealth  to  continue  to  supply  RespiGam  to 
Medlmmune  beyond  the  date  of  the  FDA's  approval  of  MPHBL's  license  to  market  the 
drug.  The  FDA  issued  the  Commonwealth's  biologic  laboratories  a  product  license  for 
RSVIG-IV  on  January  18,1 996.  The  terms  of  the  RSV  Supply  Agreement  permits  the 
Commonwealth  to  discontinue  the  provision  of  RSVIG-IV  to  Medlmmune  upon  one 
year's  prior  notice. 

The  RSV  Research  Agreement 

MHRI,  MPHBL  and  Medlmmune  also  executed  an  agreement  entitled  the  "RSV 
Research  Agreement."  on  or  about  January  5,  1990.  This  agreement  identified  both 
MPHBL  and  its  vendor,  MHRI,  as  the  "Researcher."  This  agreement  set  forth  the 
terms  and  conditions  under  which  MPHBL  and  MHRI  agreed  to  conduct  research  over 
a  three  year  term,  from  August  1989  through  July  1992  in  accordance  with  a 
research  plan  set  forth  as  an  appendix  to  the  agreement. 

This  research  plan  contained  in  an  appendix  to  the  RSV  Research  Agreement 
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established  as  its  first  objective  the  making  of  the  very  RSV  invention  which  had 
already  been  made,  in  the  State  biologic  laboratories  under  the  direction  of  The 
MPHBL  Director,  the  Deputy  Director  and  an  Assistant  Director  under  a  new  drug 
application  or  "IND,"  in  the  name  of  the  Commonwealth,  monitored  by  the  FDA.  The 
"Research  Plan"  which  MHRI,  Medlmmune,  the  MPHBL  Director  and  the  Deputy 
Director  submitted  to  the  Assistant  Commissioner  for  his  approval  established  as  a 
goal  the  development  of  the  very  screening  process  for  which  Medlmmune's  attorneys 
had  already  begun  drafting  a  patent  (without  DPH's  knowledge).  The  research  plan 
established  as  a  goal  the  following: 

"Establish  and  standardize  an  assay  based  on  neutralization  of 
RSV  suitable  for  screening  of  plasma  donors"  and  to  "develop  the 
first  generation  RSV  microneutralization  assay  by  adapting 
published  procedures  to  the  screening  of  large  numbers  of  plasma 
samples  and  select  preliminary  plasma  and  globulin  standards  for 
screening  cut-offs.  Apply  assay  to  screening  3000-5000  plasma 
donors  to  select  high-titered  individuals  for  RSV-IGIV.  Optimize 
and  streamline  screening  assay  and  select  final  plasma  and 
globulin  standards  for  future  RSV-IGIV  lots." 

These  words  describe  the  previously-invented  RSVIG-IV  screening  process.  In 
other  words,  Medlmmune,  MHRI,  the  MPHBL  Director  and  the  Deputy  Director  asked 
the  Assistant  Commissioner  to  sign  a  research  agreement  to  invent  a  process  which 
had  already  been  invented  and  was  Commonwealth  property.  By  making  it  appear 
that  the  invention  had  been  made  during  the  term  of  the  agreement,  MHRI,  the 
MPHBL  Director  and  the  Deputy  Director  triggered  a  potential  $6.3  million  windfall  in 
patent  rights  for  themselves  and  a  $4.2  million  windfall  for  MHRI. 

Neither  MHRI,  the  MPHBL  Director  or  the  Deputy  Director  were  eligible  under 
the  1989  MOU  to  receive  any  royalties  unless  the  royalties  resulted  from  licensure  by 
MHRI  of  technology  developed  by  MHRI  employees  during  the  term  of  the  project. 
By  arranging  for  MHRI  to  be  the  licensor,  and  by  making  it  appear  that  the  invention 
was  made  during  the  term  of  the  research  agreement,  and  by  arranging  for  their 
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salaries  to  be  jointly  paid  by  the  MDPH/MPHBL-MHRI  biologies  research  program,  the 
MPHBL  Director  and  the  Deputy  Director  now  stood  to  obtain  royalties  from  an 
already-made  invention  without  the  Assistant  Commissioner  knowledge. 

The  RSV  Research  Agreement,  like  the  RSV  License  Agreement,  proceeded  on 
the  assumption  that  MHRI,  not  the  Commonwealth,  "has,  will  obtain  or  will  develop" 
rights  regarding  RSV  technology,  as  follows: 


The  RSV  Research  Agreement  authorized  Medlmmune  to  provide  $746,937  in 
research  funding  and  for  MHRI  and  MPHBL  to  conduct  research  in  accordance  with 
the  attached  research  plan.  That  agreement  provided  that  MHRI,  through  MPHBL, 
"wishes  to  conduct  certain  research  related  to  RSV."  The  agreement  also  provided 
that  "[l]n  the  event  that  [Medlmmune]  believes  that  there  is  a  product(s)  in  the  Field 
which  should  be  licensed  by  the  FDA  for  sale  in  the  United  States,  [Medlmmune] 
agrees  to  provide  funding  for  or  perform  the  laboratory  work  required  by  the  FDA  to 
bring  such  product(s)  to  license."  Two  months  before  the  RSV  Research  Agreement 
was  executed,  the  Commonwealth  had  already  begun  to  produce  RSVIG-IV  for  a 
multi-center  clinical  trial  sponsored  by  NIH-NIAID. 

The  RSV  Research  Agreement  contained  a  significant  provision  which  MHRI, 
the  MPHBL  Director  and  the  Deputy  Director  privately  referred  to  as  the  "hook-in",  as 
follows: 

"Article  IV  -  Rights  In  Inventions 


"Whereas,  MHRI  has  or  will  obtain 
technical  information  and  rights 
immunoglobulin  therapy"; 


or  develop  certain 
with    regard  to 


4. 1  Researcher  shall  require  that  its  agents  consultants  and 
employees  notify  it  of  any  Invention  within  a  reasonable 
time  after  the  date  on  which  the  agent,  consultants,  or 
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employee  conceives  or  first  reduces  to  practice  the 
invention. 

4.2.  Inventions  and  patent  applications  and  patents  on  any 
Inventions  made  by  employees,  agents  or  consultants  of 
researcher  as  the  only  inventors  shall  be  owned  by 
Researcher  and  shall  be  considered  Technology  which  is 
licensed  to  Sponsor  under  the  terms  and  conditions  of  the 
license  Agreement  between  MHRI  and  [Medlmmune]  dated 

 (sic)  and  attached  hereto  as  Exhibit  A  ("the  "License 

Agreement")." 

Article  IV  §(4. 1 )  and  §(4.2)  are  significant  because  they  establish  an  agreement 
by  which  the  Commonwealth  and  MHRI  would  (1)  own  inventions  discovered  during 
the  term  of  the  RSV  Research  Agreement  and  (2)  license  the  inventions  to 
Medlmmune  under  the  RSV  License  Agreement  between  MHRI  and  Medlmmune. 
Disregarding  the  fact  that  neither  MHRI  nor  the  Assistant  Commissioner  were 
authorized  to  execute  this  agreement  without  a  certification  of  approval  from  the 
Commissioner,  which  MHRI  and  the  Assistant  Commissioner  never  obtained,  the 
sections  purport  to  grant  a  license  to  Medlmmune  for  "Inventions"  made  during  the 
research  project. 

The  RSV  Research  Agreement  defines  the  term  "Invention(s)"  as  "an  invention, 
discovery,  improvement,  development,  know-how,  knowledge,  trade  secret,  or  data 
in  the  Field  [the  prevention  or  treatment  of  RSV  ...  by  immunoglobulin  and/or 
monoclonal  antibodies  and  does  not  include  the  application  of  antibodies  or 
immunoglobulins  to  in  vitro  diagnostic  assays]  conceived  or  first  reduced  to  practice 
by  employees  of  Researcher  [MHRI  and  MPHBL  individually  and  collectively]  alone  or 
with  others  prior  to  or  during  the  Research  Term,  whether  or  not  patented  or 
patentable." 

This  Office  notes  two  significant  aspects  of  this  definition  and  its  relevance  to 
the  RSV  Research  Agreement:  (1)  The  definition  of  the  "Field"  excludes  "the 
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application  of  antibodies  or  immunoglobulins  to  in  vitro  diagnostic  assays"  which 
describes  the  previously  discovered  RSV  screening  invention;  and  (2)  The  definition 
includes  "inventions,  discovery,  improvement  .  .  .  conceived  or  first  reduced  to 
practice  by  employees  of  Researcher  alone  or  with  others  prior  to  or  during  the 
Research  Term." 

Excluding  inventions  involving  "the  application  of  antibodies  or 
immunoglobulins  to  in  vitro  diagnostic  assays"  from  the  definition  of  the  "Field"  in  the 
RSV  Research  Agreement  as  well  as  in  the  RSV  License  Agreement,  had  significant 
implications.  The  loophole  created  by  this  exclusion  cleared  the  way  for  the  MPHBL 
Director  and  the  Deputy  Director  to  claim  later  that  they  had  made  an  invention  on 
MHRI's  behalf,  during  the  term  of  the  RSV  Research  Agreement,  related  to  "the 
application  of  antibodies  or  immunoglobulins  to  in  vitro  diagnostic  assays"  without  the 
Commonwealth  having  any  claim  under  this  agreement  to  ownership  of  this  invention. 

By  including  in  the  definition  of  inventions:  "inventions,  discovery,  improvement 
.  .  .  conceived  or  first  reduced  to  practice  by  employees  of  Researcher  alone  or  with 
others  prior  to  or  during  the  Research  Term,"  MHRI  and  Medlmmune  made  certain  that 
the  prior  inventions  and  discoveries  of  MHRI  were  not  excluded  from  the  research 
agreement.  The  RSV  License  Agreement  exclusively  pertained  to  technical 
information  and  rights  which  "MHRI  has  or  will  obtain  or  develop." 

The  RSV  Research  Agreement  did  not  license  the  previously-made  RSV 
screening  invention  to  Medlmmune  for  the  following  reasons:  (1)  the  RSV  Research 
Agreement  established  as  its  goal  to  make  such  an  invention  and  therefore  the 
agreement  was  not  intended  to  license  the  previously  made  invention;  (2)  the  RSV 
Research  Agreement  concerned  technical  information  and  rights  which  "MHRI  has  or 
will  obtain  or  develop"  and  did  not  refer  to  technical  information  and  rights  which  the 
Commonwealth  "has  or  will  obtain  or  develop";  (3)  the  RSV  Research  Agreement 
excluded  from  its  scope  inventions  concerning  "the  application  of  antibodies  or 
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immunoglobulins  to  in  vitro  diagnostic  assays"  which  describes  the  RSV  screening 
invention;  and  (4)  the  RSV  Research  Agreement  was  prospective  in  nature  and 
required  the  researcher  to  notify  Medlmmune  in  writing  of  inventions  within  a 
reasonable  time  after  the  date  on  which  researchers  employees'  conceive  or  first 
reduce  to  practice  the  invention  (no  such  notice  was  provided  regarding  a  previously 
made  RSV  invention). 

Furthermore,  nothing  in  the  RSV  Research  Agreement  allowed  the  use  of  rights 
to  government  approvals  such  as  FDA  product  licenses,  as  the  RSV  License 
Agreement  did.  No  Commonwealth  employee  signed  the  RSV  License  Agreement  and 
therefore  the  Commonwealth  never  agreed,  in  either  the  RSV  Research  Agreement  or 
the  RSV  License  Agreement  to  license  rights  to  sell  or  make  products  under  the 
product  licenses  that  the  FDA  issued  to  the  Commonwealth. 

In  summary,  the  Assistant  Commissioner  signed  an  RSV  Research  Agreement 
which  licensed  inventions,  improvements,  etc.,  developed  during  the  term  of  the  RSV 
Research  Agreement  to  Medlmmune.  To  the  extent  that  he  and  MHRI  were 
authorized  to  execute  such  an  agreement,  and  to  the  extent  that  inventions  were 
made  during  the  term  of  the  RSV  Research  Agreement,  Medlmmune  acquired  rights 
to  those  inventions.  Medlmmune  did  not  become  the  licensee,  however,  of  the  pre- 
1 990  RSVIG-IV  technology  by  this  agreement  for  the  reasons  previously  stated:  The 
Commonwealth  did  not  grant  Medlmmune  the  right  to  make  and  sell  products  under 
the  product  license  that  the  FDA  later  issued  to  the  Commonwealth  for  RSVIG-IV 
because  those  rights,  as  such,  are  not  mentioned  in  the  RSV  Research  Agreement, 
and  because  the  Commonwealth  is  not  a  licensor  under  the  RSV  License  Agreement, 
and  because  the  definition  of  the  "Field"  in  both  the  RSV  License  Agreement  and  the 
RSV  Research  Agreement  excludes  the  specific  invention  which  the  MPHBL  Director 
and  the  Deputy  Director  patented  and  assigned  to  MHRI. 
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Section  12:  Medlmmune's  Inadequate  Reimbursement  of  the  Commonwealth  for  Its 
Invention  and  Manufacture  of  RSVIG-IV 


The  FDA  granted  the  State  biologic  Laboratories  a  license  to  manufacture  the 
RSVIG-IV  on  January  18,  1996  using  information  obtained  from  the  NIH-NIAID 
sponsored  clinical  trial  that  began  in  1989,  including  tests  of  lots  of  RSVIG-IV 
manufactured  in  1989,  before  the  MHRI  research  agreement  was  signed.  By 
assigning  the  patent  to  MHRI  (thus  allowing  themselves  the  potential  to  obtain 
royalties),  the  Director  of  MPHBL  and  the  Deputy  Director  acted  as  if  the  FDA- 
approved  version  of  RSVIG-IV  was  developed  during  the  term  of  the  MHRI  research 
project  funded  by  Medlmmune. 

The  implications  are  disturbing.  Despite  the  fact  that  the  Commonwealth- 
owned  biologic  laboratories  developed  RSVIG-IV,  hold  the  only  FDA  facility  license  in 
the  world  to  manufacture  this  product,  and  manufacture  RSVIG-IV  in  its  FDA  licensed 
laboratory  facility,  under  the  terms  of  the  1989  MOU  negotiated  by  the  MPHBL 
Director  and  the  Deputy  Director,  the  Commonwealth  can  expect  to  receive  only 
about  $2.1  million  in  royalties  from  Medlmmune's  sales  of  RSVIG-IV.  While  MHRI  will 
receives  $4.2  million,  most  of  the  profit  goes  to  Medlmmune  which  described  itself 
in  1995  as  the  prospective  selling  agent  for  RSVIG-IV. 

In  the  opinion  of  the  law  firm  of  Bromberg  and  Sunstein, 

"In  our  view,  there  is  sufficient  cause  to  warrant  a  finding 
that  the  Commonwealth  has  not  received  a  reasonable 
royalty  value  or  reasonable  compensation  for  the  production 
of  the  RSVIG-IV  product  and  that  the  Commonwealth's 
patent  has  been  misappropriated,  improperly  assigned,  and 
improperly  licensed  to  Medlmmune,  Inc." 

"[Valuation  should  consider  the  extent  of  the 
Commonwealth's  contribution;  and  it  should  include  a 
number  of  variables.  These  include  up-front  payments, 
funding  for  ongoing  research,  milestone  payments  for 
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successful  marketplace  outcomes,  royalties,  and  a 
percentage  of  net  profits.  In  this  case,  the  Commonwealth 
has  received  nothing  more  than  minimal  royalties." 

"Even  if  there  were  justification  for  limiting  of  the 
Commonwealth's  contribution  to  royalty  payments,  a 
minimum  royalty  should  be  10%  of  net  sales.  This 
generates  potential  royalty  income  of  $50  million  on 
projected  sales  of  $500  million.  In  contrast,  the  present 
royalty  arrangement  with  Medlmmune  Inc.  offers  as  little  as 
$1.5  million.  If  this  arrangement  stands,  the 
Commonwealth  faces  materially  inadequate  compensation 
while  Medlmmune  and  others  may  reap  a  windfall." 

"Similarly,  it  is  our  view  that  the  production  cost 
arrangement  set  out  in  the  supply  agreement  with 
Medlmmune  is  not  reasonable.  As  you  know,  the 
Commonwealth  will  receive  $200.00  to  $600.00  for  each 
four  dose  unit  of  the  RS VIG-IV  product  and  has  no  right  to 
share  in  the  profit  from  sales.  In  turn,  Medlmmune  will  sell 
the  product  in  the  marketplace  at  prices  ranging  from 
$3,334  to  $5,251  for  each  four  dose  unit.  .  .  .  Common 
industry  practice  would  entitle  the  Commonwealth  to  a 
substantial  share  of  the  profits.  Here,  the  payments  to  the 
Commonwealth  does  not  cover  the  full  costs  for 
production.  " 

Bromberg  and  Sunstein  conclude  the  following: 


"Finally,  it  is  our  view  that  the  (Director  of  MPHBL,  the 
Deputy  Director,  and  the  Massachusetts  Health  Research 
Institute,  Inc.  ("MHRI")  have  engaged  in  a  calculated  plan 
to  misappropriate  the  Commonwealth's  exclusive  right  to 
the  RSVIG-I V  process.  Consequently,  neither  the  (Director 
of  MPHBL  nor  the  Deputy  Director)  had  the  right  to  assign, 
and  MHRI  did  not  have  the  right  to  license  the  RSVIG-IV 
process  to  Medlmmune.  Clearly,  misappropriation  of  the 
Commonwealth's  patent  rights  has  deprived  the  State  of  its 
property  and  value  in  the  process  and  in  the  commercial 
drug  product." 

The  RSV  License  Agreement  with  Medlmmune  was  negotiated  by  individuals 
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that  had  a  financial  interest  in  the  contract  and  who  kept  this  arrangement  hidden  until 
this  Office  brought  it  to  light  in  February  1 996.  Thus,  it  should  have  been  predictable 
that  the  Commonwealth  would  get  shortchanged  in  this  type  of  transaction.  The 
resultant  royalty  rate  in  the  RSV  License  Agreement  does  not  recognize  that  the  drug, 
RSVIG-IV,  had  already  been  invented  at  MPHBL.  MHRI  cast  it  as  a  prospective 
licensing  arrangement  that  would  profit  from  the  research  agreement  funded  by 
Medlmmune.  Yet,  the  patent  issued  by  the  U.S.  Department  of  Commerce  Patent  and 
Trademark  Office  relied  entirely  on  research  performed  by  the  MPHBL  between  1 985 
and  1 988  showing  that  one  of  the  methods  to  screen  blood  donors  for  a  high  level  of 
protective  activity  to  RSV  infection  was  more  effective  than  the  other  methods. 

The  royalty  rate  also  does  not  reflect  the  fact  that  the  already  invented  drug 
was  in  a  Phase  ll/lll  national  clinical  trial  sponsored  by  NIH-NIAID  that  commenced  in 
1989. 

The  royalty  rate  also  ignored  the  significance  of  other  contributions  by  MPHBL. 
MPHBL  had  an  FDA  licensed  facility  to  manufacture  blood  plasma  products.  Its  staff 
had  the  technical  capability  to  handle  large  amounts  of  blood  and  the  laboratories  had 
met  FDA  requirements  for  its  manufacturing  practices.  MPHBL  also  had  considerable 
experience,  since  the  former  Superintendent  of  the  State  Laboratory  Institute  had 
started  specific  programs  in  the  1970"s,  bringing  previous  blood  plasma  products  to 
the  point  of  FDA  approval.  Among  the  most  important  of  these  was  the  drug, 
Varicella  Zoster  Immune  Globulin  (VZIG),  approved  by  the  FDA  in  1 980,  which  MPHBL 
manufactured  for  national  distribution  and  sale  by  the  American  Red  Cross.  An 
application  for  another  drug,  CMVIG-was  pending  before  the  FDA  in  1989. 

Section  13:  The  Director's  and  the  Deputy  Director's  Failure  to  Disclose  their  Financial 
Interest  in  RSVIG-IV 

The  DPH  Commissioner  told  this  Office  that  his  policy  had  always  been  that 
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State  employees  could  not  receive  royalties  for  inventions  made  as  part  of  their 
professional  responsibilities.  The  Assistant  Commissioner  also  stated  to  this  Office 
that  the  Director  of  MPHBL  and  the  Deputy  Director  had  specifically  asked  him  if  they 
could  receive  royalties  and  he  had  told  them:  "No." 

In  the  Fall  of  1990,  the  General  Counsel  of  DPH  asked  the  MPHBL  Director,  the 
Deputy  Director,  and  an  Assistant  Director  who  had  been  engaged  in  the  clinical 
development  of  another  drug  developed  at  the  State  biologic  laboratories,  CMVIG-IV, 
to  sign  a  financial  disclosure  Statement.  This  request  was  in  the  context  of  the 
Commissioner's  charge  to  the  General  Counsel  to  determine  if  the  CMV  Agreements 
with  Medlmmune  had  been  entered  into  appropriately  and  legally. 

On  November  19,  1990,  The  MPHBL  Director,  the  Deputy  Director,  and  an 
Assistant  Director  forwarded  a  financial  disclosure  statement,  signed  jointly,  regarding 
CMVIG-IV  to  DPH's  General  Counsel.  They  stated  the  following: 

"Since  the  technology  does  not  involve  a  patent,  none  of 
us  will  share  personally  in  any  royalties  paid  under  the 
licensing  agreement  in  the  future." 

The  Assistant  Commissioner  also  signed  a  financial  disclosure  statement  in  a 
letter  to  the  General  Counsel  warranting  that  he  had  "not  derived  personal  financial 
benefits  from  the  licensing  agreement  between  MHRI  and  Medlmmune  as  part  of  their 
agreement  to  license  technology  for  CMVIG-IV,  Cytomegalovirus  Intravenous  Immune 
Globulin,  or  any  other  agreements  between  MHRI  and  Medlmmune  and  any  other 
entity." 

He  added, 

"I  warrant  that  I  will  not  derive  any  personal  financial 
benefit  from  any  royalties  or  other  monies  paid  under  the 
MHRI,  Inc.  and  Medlmmune  agreement  in  the  future." 
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However,  the  MPHBL  Director  and  the  Deputy  Director  stopped  short  of  making 
this  sweeping  disclosure  since  Medlmmune's  lawyers  had  already  circulated  drafts  of 
the  RSVIG-IV  patent  application  in  January  1990,  that  would  make  them  eligible  for 
royalties  as  MHRI  employees. 

The  Associate  Commissioner  of  DPH  told  this  Office  that  he  regarded  the 
General  Counsel's  request  for  these  disclosures  as  a  statement  of  DPH's  policy  on 
royalties.  He  said, 

"I  mean,  we  clearly  wanted  to  know  because  we  don't  think  that  people 
should  and  that  there  ought  to  be  disclosure  if  people  did,  and  that 
needed  to  be  resolved  before  anybody  could  proceed  any  further.  I  think 
the  Department's  position  has  been  pretty  clear  about  that  for  a  long 
time,  as  I  said  before." 


Section  14:  The  MPHBL  Director's  and  the  Deputy  Director's  Claim  to  RSVIG-IV 
Royalties 

On  November  1,  1995,  several  months  after  this  Office  had  initiated  its  inquiry 
into  MPHBL' s  activities  and  practices,  the  Assistant  Commissioner  asked  MHRI's 
Executive  Director,  to  sign  an  amendment  to  the  MOU  between  MDPH/MPHBL  and 
MHRI,  executed  on  July  1,  1993.  This  amendment,  signed  by  both  the  Assistant 
Commissioner  and  the  Executive  Director  of  MHRI,  stated  their  mutual  understanding 
regarding  the  distribution  of  royalties  to  State  employees: 


"Subject:  DPH-MHRI  MOU  dated  July  1,  1993.  .  .  .  This 
memo  is  a  follow-up  to  our  conversation  today  concerning 
a  wording  change  (amendment)  to  the  current  DPH-MHRI 
MOU.  This  amendment  is  being  made  to  explicitly  state  our 
mutual  understanding  of  Section  IV.  Revenues,  Expenses 
and  Compensation,  part  B.(2)(b)(ii)  which  defines  how 
licensing  revenues  from  patents  will  be  distributed  to  MHRI 
employees.  Insert  after  the  first  sentence,  the  following 
sentence:  "Commonwealth  of  Massachusetts  employees 
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are  not  eligible  for,  and  shall  not  be  paid  royalty  income 
under  the  terms  of  this  Memorandum  of  Understanding." 

This  amendment  is  significant  because  it  documents  MPHBL's  and  MHRI's 
agreement  regarding  the  meaning  of  the  words  in  the  1993  MOU  concerning 
distribution  of  royalties  to  State  employees.  The  wording  of  section  IV(B)(2)(b)(ii)  of 
the  1 993  MOU,  the  section  to  which  they  were  referring,  was  virtually  identical 'to  the 
wording  of  section  IV(B)(2)(b)(ii)  of  the  1989  MOU.  The  MPHBL  Director  and  the 
Deputy  Director  were  State  employees  at  all  times  during  the  term  of  the  Biologic 
Products  Research  Program  which  the  1989  MOU  created. 

This  document,  therefore,  makes  it  explicit  that  MPHBL  did  not  intend  State 
employees  to  receive  royalties  under  the  Biologic  Products  Research  Program  in  the 
1989  MOU. 

The  records  reviewed  by  this  Office  reveal  that  MHRI  apparently  had  other 
intentions  regarding  the  payment  of  royalties  to  the  MPHBL  Director  and  the  Deputy 
Director  when  its  Executive  Director  executed  a  patent  Assignment  Agreement  with 
them  on  March  13,  1991.  Under  that  Assignment  Agreement,  the  MPHBL  Director 
and  the  Deputy  Director  sold  and  assigned  exclusive  rights  to  the  RSVIG-IV  invention 
to  MHRI,  "in  acknowledgement  of  obligations  which  arose  out  of  the  terms  and 
conditions  of  our  employment"  by  MHRI.  One  of  the  stated  conditions  of  MHRI's 
employment  policy,  articulated  in  the  1 989  MOU,  was  that  its  employees  receive  30% 
of  royalties  from  that  they  technology  developed  during  the  term  of  this  contract.  The 
1991  Assignment  Agreement,  subsequently  executed  by  the  MPHBL  Director,  the 
Deputy  Director,  and  the  Executive  Director  of  MHRI,  stated, 

".  .  .  in  consideration  of  the  premises  and  in 
acknowledgement,  confirmation  and  performance  of 
obligations  which  arose  out  of  the  terms  and  conditions  of 
our  employment  by  the  Company[MHRI]  at  the  time  the 
invention  was  made,  we  do  hereby  sell,  transfer,  and 
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assign  to  the  CompanyfMHRI],  its  successors  and  assigns, 
the  entire  right,  title  and  interest  in  and  to  said  invention  . 


MHRI  apparently  told  the  MPHBL  Director  and  the  Deputy  Director  that  they 
would  receive  royalties  from  assignment  of  the  patent.  The  Deputy  Director  indicated 
in  a  telephone  conversation  with  staff  of  this  Office  that  she  understood  that  she  and 
the  MPHBL  Director  would  receive  30%  of  RSVIG-IV  royalties  from  MHRI. 

Staff  of  this  Office  asked  the  Deputy  Director  on  February  9,  1 996  whether  she 
and  the  MPHBL  Director  expected  to  receive  royalties  from  RSVIG-IV.  The  following 
exchange,  from  notes  of  the  staff  of  this  Office,  details  her  response: 


This  Office:  "What  determination  has  been  made  about 
RespiGam  royalties  being  assigned  to  MHRI  employees?" 

Deputy  Director:  "You  should  talk  to  MHRI  about  that  but 
my  understanding  is  that  the  two  inventors  on  the  patent 
will  receive  royalties  provided  in  the  MHRI  MOU." 

This  Office:  "Is  it  your  understanding  that  you  and  Dr.  The 
MPHBL  Director  assigned  the  patent  on  RSVIG-IV 
technology  to  MHRI  as  MHRI  employees,  not  as  State 
employees,  and  that  you  would  not  fall  under  the  restriction 
or  prohibition  on  state  employees  receiving  royalties  in  the 
new  MOU?" 

Deputy  Director:  "Yes  that  is  my  understanding.  All  of  the 
work  was  done  under  the  MHRI  research  project  when  we 
were  working  for  MHRI." 

This  Office:  "The  MOU  says  that  up  to  30%  of  royalties 
will  go  to  people  who  developed  the  patented  technology. 
Is  it  your  understanding  that  is  the  amount  the  two 
developers  will  receive?" 

Deputy  Director:  "Yes,  that  is  my  expectation." 
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These  three  pieces  of  information,  (i.e.,  the  March  13,  1991  patent  Assignment 
Agreement,  the  November  1,  1995  MOU  amendment,  and  the  Deputy  Director's 
February  9,  1996  interview  with  this  Office)  strongly  suggest  that  MHRI's  Executive 
Director  was  deceptive  in  regard  to  MHRI's  royalty  arrangements  with  the  MPHBL 
Director  and  the  Deputy  Director.  According  to  the  Assistant  Commissioner,  when 
he  asked  the  Executive  Director  of  MHRI  to  sign  the  November  1 ,  1 995  amendment 
to  the  MOU,  stating  that  no  State  employees  would  receive  royalties,  the  Executive 
Director  did  not  inform  him  of  the  Assignment  Agreement  which  would  result  in 
royalties  paid  to  the  MPHBL  Director  and  the  Deputy  Director. 

In  this  Office's  view,  the  Executive  Director  of  MHRI,  had  a  responsibility  to 
inform  the  Assistant  Commissioner  about  these  multi-million  dollar  arrangements 
because  the  MPHBL  Director  and  the  Deputy  Director  were  State  employees,  i.e,  the 
Director  and  Deputy  Director  of  MPHBL  throughout  the  term  of  the  Biologic  Products 
Research  Program  established  by  the  MOU.  MHRI  should  have  disclosed  its  financial 
arrangement  with  the  MPHBL  Director  and  the  Deputy  Director  from  the  inception  of 
this  agreement.  By  failing  to  disclose  this  information  to  the  Assistant  Commissioner 
on  November  1,  1995,  MHRI  appears  to  have  acted  with  intent  to  defraud  the 
Commonwealth  for  its  own  financial  gain. 

The  Assignment  Agreement,  which  MHRI  failed  to  disclose  to  the  Assistant 
Commissioner,  was  as  financially  important  to  MHRI  as  it  was  to  the  MPHBL  Director 
and  the  Deputy  Director.  MHRI  could  earn  royalties  under  the  MOU  only  if  the 
technology  had  been  developed  by  MHRI  employees  during  the  term  of  the  MOU.  The 
Assignment  Agreement  stated  that  the  MPHBL  Director  and  the  Deputy  Director  sold 
and  assigned  the  patent  to  MHRI  in  consideration  of  royalty  rights  set  forth  in  the 
terms  of  their  employment  by  MHRI  "at  the  time  the  invention  was  made."  Since  The 
MPHBL  Director  and  the  Deputy  Director's  joint  salary  arrangement  with  MHRI  began 
in  January  1 990,  the  Assignment  Agreement  represented  a  statement  that  the  MPHBL 
Director  and  the  Deputy  Director  had  invented  the  RSV  technology,  as  MHRI 
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employees,  during  the  term  of  the  agreement,  thereby  awarding  approximately  $4.2 
million  in  royalty  rights  to  MHRI  and  $6.3  million  to  the  MPHBL  Director  and  the 
Deputy  Director. 

MHRI's,  the  MPHBL  Director's  and  the  Deputy  Director's  apparent  intent  was 
to  claim  that  the  MPHBL  Director  and  the  Deputy  Director  had  invented  the  RSV 
technology  and  reduced  it  to  practice  as  MHRI  employees,  not  as  State  employees. 
As  this  report  has  demonstrated,  the  invention  was  developed  in  advance  of  any  joint 
employment  arrangement. 

Furthermore,  this  Office  asserts  that  even  if  the  invention  had  been  made  by 
the  Director  and  the  Deputy  Director  during  the  term  of  Biologic  Products  Research 
Program,  the  Commonwealth  would  still  have  a  proprietary  interest  in  the  invention 
because  the  Director  and  Deputy  Director  were  "paid  jointly  for  their  work  on  this 
Project"  by  MHRI  and  MPHBL,  according  to  the  terms  of  the  1 989  MOU.  The  MPHBL 
Director  and  the  Deputy  Director,  therefore,  never  lost  their  status  as  state  employees 
and  never  acted  exclusively  as  MHRI  employees  during  the  term  of  the  research 
program.  The  RSV  Research  Agreement  stated  that  "Researcher"  (i.e.,  "MPHBL  and 
MHRI  jointly  and  severally")  would  own  the  rights  to  technology  developed  by 
Researcher's  employers  during  the  term  of  the  RSV  research  project.  Even 
disregarding  the  fact  that  the  RSV  invention  had  already  been  made  before  the  project 
began,  MHRI  has  no  rightful  claim  to  sole  ownership  of  the  invention  because  the 
MPHBL  Director  and  the  Deputy  Director  were  never  MHRI  employees,  but  were,  at 
best,  joint  employees.  MPHBL  used  MHRI  as  a  fiscal  intermediary  to  pay  a  substantial 
portion  of  the  MPHBL  Director's  and  the  Deputy  Director's  salaries  while  they  at  all 
times  continued  to  retain  their  State  positions  and  authority. 

Section  15:  The  State's  Loss  of  Control  of  the  Costs  of  RSVIG-IV 


The  effect  of  the  purported  assignment  by  the  Director  and  the  Deputy  Director 
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of  the  patent  on  RSVIG-IV  technology  to  MHRI,  which  provided  an  exclusive 
prospective  license  to  Medlmmune  to  manufacture  and  sell  RSVIG-IV  outside  of 
Massachusetts,  was  to  hinder  the  State's  ability  to  control  the  reasonable  pricing  of 
the  drug.  RSVIG-IV  appears  to  have  become  an  unconscionably  expensive,  and  in 
some  instances,  a  prohibitively  expensive  drug.  One  physician  informed  this  Office 
that,  in  certain  bone-marrow  transplant  cases  in  which  the  dosage  is  higher  than  for 
routine  use,  the  cost  of  RSVIG-IV  "could  approximate  the  cost  of  a  nurses'  annual 
salary."  Treatment  costs  as  high  as  $30,000  have  been  quoted  to  this  Office.  The 
cost  of  this  preventative  drug,  licensed  by  the  FDA  in  January  1996,  is  so  great  that 
at  least  one  hospital  is  already  contemplating  initiating  cost-containment  guidelines  for 
RSVIG-IV. 

Even  routine  use  of  RSVIG-IV  is  expected  to  be  extraordinarily  expensive.  For 
example,  a  full  season's  treatment  for  a  child  weighing  16  to  20  pounds  would 
apparently  cost  $9,000  per  child.  Many  of  the  patients  that  physicians  want  to  treat 
with  RSVIG-IV  are  covered  by  State  Medicaid  programs  and  thus,  the  costs  of  RSVIG- 
IV  would  likely  be  paid  for  by  the  taxpayers. 

In  a  "Third  Quarter  1996  Letter  to  Shareholders,"  dated  November  22,  1996, 
Medlmmune  states, 

"In  preparation  for  the  launch  of  RespiGam,  Medlmmune 
has  focused  on  obtaining  third  party  payor  approvals  for 
reimbursement  as  well  as  working  to  achieve  managed  care 
and  hospital  acceptance.  To  date,  50  of  51  Medicaid  plans 
have  approved  the  use  of  RespiGam  for  in-patient  and  out- 
patient infusions  and  the  majority  of  Medicaid  plans  also 
now  cover  it  in  the  home  health  care  setting." 

In  the  interim,  a  pharmacy  director  of  a  leading  children's  hospital  in  another 
state  told  this  Office  that  pharmacy  directors  across  the  country  are  concerned  about 
the  cost  of  RSVIG-IV(RespiGam.)  He  said, 
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"The  big  critical  issue  is  cost.  From  the  cost/benefit 
standpoint  the  costs  may  override  any  benefits.  It  may  be 
more  expensive  to  give  it  than  to  hospitalize  a  child." 

Furthermore,  Medlmmune  is  selling  RSVIG-I V  at  an  average  wholesale  price  ten 
times  greater  than  it  costs  to  manufacture  the  drug.  The  company's  profits  for  this 
drug,  invented  by  State  employees  in  the  State-owned  laboratories,  capitalizing  on  the 
years  of  previous  research  knowledge  and  technology  developed  in  this  State  facility, 
are  expected  to  exceed  $300  million  based  on  annual  sales  revenue  of  $100  to  $110 
million  a  year. 

Section  16:  MHRTs  Failure  to  Obtain  Authorization  for  the  CMV  License  Agreement 
with  Medlmmune 

On  April  17,  1990,  the  FDA  awarded  a  product  license  to  MPHBL  to 
manufacture  and  distribute  another  drug,  CMVIG-IV,  to  prevent  Cytomegalovirus 
infection  in  kidney  transplant  patients.  In  1979,  scientists  working  at  MPHBL  had 
successfully  demonstrated  a  blood  donor  screening  method  that  yielded  a  high  level 
of  protective  activity  against  CMV  disease.  This  research  was  part  of  a  specific 
program  started  by  the  former  Superintendent  of  the  State  Laboratory  Institute  in  the 
1 970s  to  develop  blood  plasma  derivatives  that  prevented  infections  in  patients  at  risk 
of  the  disease  because  of  a  weakened  immune  system.  The  preparation  of  CMVIG-IV 
relied  on  an  isolation  technique  to  separate  plasma  products  from  whole  blood,  which 
was  developed  at  MPHBL  in  1 945.  NIH  grants  to  a  doctor  at  Tufts  University  School 
of  Medicine  in  the  1980's  funded  the  clinical  studies  that  tested  the  safety  and 
efficacy  of  the  resultant  intravenous  product.  MHRI,  acting  as  MPHBL's  fiscal  and 
administrative  agent,  administered  the  Tufts  contract,  employing  scientists  to  develop 
a  product  that  could  be  administered  intravenously.  MPHBL  submitted  the  product 
license  application  for  approval  to  manufacture  and  market  this  product,  CMVIG-IV, 
to  the  FDA  in  1986. 
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The  documents  reviewed  by  this  Office  indicate  that  the  MPHBL  Director  and 
the  Deputy  Director  had  discussions  with  Medlmmune's  affiliate,  PPI,  regarding  the 
commercialization  of  CMVIG-IV  as  early  as  October  1989.  Medlmmune  was  a  new 
biotechnical  company,  started  in  1988,  that  did  not  have  either  an  FDA  licensed 
product  or  its  own  FDA  licensed  manufacturing  plant,  while  MPHBL  had  three  previous 
products  approved  by  the  FDA,  a  pending  application  for  CMVIG-IV,  and  an  FDA 
licensed  manufacturing  facility.  The  FDA  had  previously  awarded  product  license  to 
MPHBL  for  the  following  products:  (1)  Varicella-Zoster  Immune  Globulin  (VZIG)  in 
1 980,  a  drug  to  prevent  chicken  pox  in  high  risk  patients  with  suppressed  immune 
systems;  (2)  Standard  Immune  Globulin  in  1986  also  used  to  passively  prevent 
disease;  as  well  as  (3)  Human  Albumin,  in  1986,  for  general  use. 

Records  reviewed  by  this  Office  indicate  that  the  MPHBL  Director,  the  Deputy 
Director  and  MHRI  disposed  of  another  valuable  State  asset  when  it  executed,  without 
the  requisite  authorization  of  the  DPH  Commissioner,  an  agreement  to  license  CMVIG- 
IV  to  Medlmmune.  The  MPHBL  Director's  notes  of  a  discussion  between  himself  and 
DPH  officials  in  1991  to  review  the  CMV  licensing  arrangements,  included  the 
notation  that  a  DPH  official  had  said  that  they,  "gave  away  something  worth  a  large 
amount  of  money."  (Emphasis  ours.) 

On  February  27,  1990,  the  MPHBL  Director  sent  a  memorandum  to  the 
Assistant  Commissioner,  copied  to  the  Deputy  Director  and  the  Executive  Director  of 
MHRI  ,  stating  that  "[w]e  expect  to  receive  final  drafts  of  the  CMV  License 
Agreement,  CMV  Research  Agreement  and  CMV  Supply  Agreement  within  the  next 
few  days." 

In  an  apparent  effort  to  comply  with  the  requirement  in  the  1989  MOU  which 
required  the  Assistant  Commissioner  to  certify  that  he  had  the  Commissioner's 
approval  prior  to  signing  any  contracts  on  behalf  of  MPHBL,  the  Assistant 
Commissioner  sent  a  note  to  the  Director  of  MPHBL  and  the  Deputy  Director  on  March 
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5,  1 990.  This  handwritten  note  stated,  "In  order  to  gain  a  rapid  approval  of  the  CMV- 
IVIG  project,  I  would  like  to  have  a  'fact  sheet'  to  review  before  Thursday.  I  would 
use  this  fact  sheet  to  make  a  presentation  to  the  Commissioner." 

The  "Fact  Sheet,"  dated  March  7,  1990,  drafted  in  response  to  the  Assistant 
Commissioner's  request,  States  that  a  licensing  agreement  between  MHRI  and 
Medlmmune  and  a  research  agreement  between  MHRI  and  Medlmmune  was 
necessary  in  order  to  make  CMVIG-I V  available  for  use  in  kidney  transplant  patients 
outside  of  Massachusetts,  as  well  as  to  obtain  funding  for  further  research  on  other 
uses  of  this  drug.  The  "Fact  Sheet"  concludes  that  MPHBL  will  not  incur  any  new 
costs  because  "all  research  will  be  performed  by  MHRI  employees  using  supplies  and 
equipment  purchased  by  MHRI." 

The  Assistant  Commissioner's  request  for  a  "Fact  Sheet"  to  inform  the 
Commissioner  of  possible  options  to  make  CMVIG-I V  available  for  national  sale  came 
one  day  after  the  MPHBL  Director  and  Medlmmune's  President  had  concluded  the 
terms  of  these  agreements.  A  memorandum,  dated  March  6,  1990,  from  MHRI's 
Executive  Director  to  the  MPHBL  Director  and  the  Deputy  Director  entitled,  "update 
on  CM VIG  Negotiations"  stated  that  Medlmmune's  law  firm  was  "preparing  new  draft 
License  and  Research  Agreements,  to  include  the  terms  [MPHBL  Director]  and 
[President  of  Medlmmune]  agreed  on  yesterday,  with  a  couple  of  modifications  .  .  . 

n 

■ 

MHRI  signed  a  CMV  License  Agreement  with  Medimmune,  dated  April  4,  1990, 
slated  to  go  into  effect  on  April  23,  1990.  This  licensing  agreement  granted 
Medlmmune  the  exclusive  right  to  make,  have  made,  sell  or  have  sold  CMVIG-IV 
outside  of  Massachusetts  and  Maine,  in  return  for  royalties  on  sales  of  the  drug  to  be 
paid  to  MHRI.  Under  the  royalty  distribution  agreement  in  1 989  MOU,  MHRI  retained 
20  percent  of  the  CMVIG-IV  royalties,  and  since  no  patent  was  involved,  MHRI  set 
aside  70  percent  of  the  royalties  into  the  separate  account  under  its  control, 
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earmarked  for  expenditures  at  MPHBL.  The  Commonwealth's  share  of  the  CMVIG-I V 
royalties  was  1 0  percent.  Medlmmune,  which  essentially  acted  as  the  "selling  agent" 
stood  to  receive  the  bulk  of  the  profits.25 

The  Executive  Director  of  MHRI  and  the  Assistant  Commissioner  had  previously 
executed  a  CMV  Research  Agreement  with  Medlmmune  and  Medlmmune's 
subsidiary, PPI  on  April  19,  1990.  This  agreement  named  MHRI  and  MPHBL 
"collectively"  the  "Researcher."  Taken  together,  these  two  agreements,  made  MPHBL 
a  contract  manufacturer  for  Medlmmune.  These  agreements  folded  the  manufacturing 
tasks  into  the  CMV  License  Agreement  and  into  the  CMV  Research  Agreement  rather 
than  having  a  separate  supply  agreement  as  had  been  the  case  with  RSVIG-IV.  The 
CMV  Research  Agreement  also  advanced  funds  to  MHRI  to  purchase  equipment  to 
upgrade  the  separate  laboratory  at  MPHBL,  which  processed  blood  plasma  products, 
in  order  to  produce  CMVIG-IV  for  national  distribution  and  sale  by  Medlmmune. 
Medlmmune  renamed  CMVIG-IV,  which  was  its  first  product,  "CytoGam." 

On  April  20,  1 990,  one  day  after  he  signed  the  CMV  Research  Agreement,  the 
Assistant  Commissioner  sent  a  letter  to  MHRI.  This  letter  certified,  pursuant  to  the 
provision  of  the  1989  MOU  between  MHRI  and  MPHBL,  that  the  Assistant 
Commissioner  had  received  the  Commissioner's  approval  to  sign  the  CMV  Research 
Agreement. 

This  statement,  made  by  the  Assistant  Commissioner,  was  apparently  not 
based  on  having  gained  the  Commissioner's  understanding  of  the  scope  of  the 
arrangements  that  MHRI,  The  MPHBL  Director,  and  the  Deputy  Director  had 
negotiated  with  Medlmmune.  The  evidence  strongly  suggests  that  the  Commissioner 
was  neither  fully  informed  of  the  implications  of  the  CMV  License  and  Research 


^Medlmmune  lists  itself  as  the  selling  agent  for  CytoGam  in  the  Physicians  Desk  Reference 
("PDR"). 
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Agreements  nor  realized  that  he  had  authorized  renovation  of  MPHBL's  facility  to 
manufacture  a  private  label  drug  for  Medlmmune.  The  1 989  MOU  between  MHRI  and 
MPHBL,  that  the  Commissioner  had  signed  on  December  18,  1989. 

An  Addendum  to  the  MOU  n[t]o  add  an  additional  Program,  Cytomegalovirus 
Immune  Globulin,  to  the  Biologic  Products  Research  Program  this  program,"  drafted 
by  the  MPHBL  Director  was  sent  to  the  Executive  Director  of  MHRI  on  October  9, 
1990.  Under  subject  of  the  memorandum,  the  Director  wrote,  "Re:  playing  catch-up 
on  the  Amendment  of  the  MOU  to  cover  the  CMV  Project." 

The  MPHBL  Director  appears  to  have  crafted  this  "addendum"  to  make  it  appear 
that  it  had  been  written  before  the  CMV  Agreements  were  signed  and  to  make  it 
appear  the  drug  had  not  yet  been  licensed  by  the  FDA  at  the  time  that  it  was  added 
to  the  MOU.  The  addendum  stated  the  following: 

"The  Biologic  Laboratory  is  expecting  full  FDA  Licensure  for  CMV-IGIV  in  early 
1990.  The  laboratory  will  be  the  only  U.S.  manufacturer  of  this  orphan  product. 
Once  licensed,  demand  for  CMV-IGIV  will  increase  substantially" 

Neither  the  Commissioner,  who  had  relatively  recently  become  the  head  of  the 
agency,  in  October  1 989,  nor  any  other  Department  official  interviewed  by  this  Office 
in  regard  to  this  document  was  able  to  tell  this  Office  the  date  on  which  the 
"Addendum"  to  the  1989  MOU  was  executed,  or  if  it,  in  fact,  had  been  executed. 

In  response  to  questions  by  this  Office,  the  Commissioner  acknowledged  that 
an  "upset"  related  to  these  agreements  occurred  in  October  1990.  He  recalled  that 
the  specific  day  was  the  23rd  of  October.  He  said  that  "the  nature  of  the  upset  on 
the  part  of  the  staff  and  myself  was  that  we  had  entered  into  an  agreement  that  we 
hadn't  discussed  that  had  some  long-term  consequences  of  which  we  were  unaware." 
In  response  to  further  questions  about  the  upset,  the  Commissioner  stated,  "I  think 
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it  was  probably  the  entering  into  agreement  with  these  other  companies  without 
verifying  a  lot  about  them  or  going  through  a  bidding  process  or  looking  at  those  kinds 
of  issues." 

The  MPHBL  Director  wrote  a  memorandum  to  the  Associate  Commissioner  of 
DPH  and  the  General  Counsel  on  October  23,  1990  regarding  the  "Licensing  of  CMV 
Immune  Globulin  Technology."  This  memorandum  was  a  follow-up  to  discussions  the 
previous  week.  He  again  went  to  great  lengths  to  minimize  the  State's  role  in  the 
development  of  the  drug  although  MHRI  was  only  MPHBL's  fiscal  and  administrative 
agent  with  no  proprietary  interest  in  its  products  until  late  1989.  He  told  these 
officials  "that  MHRI  has  utilized  laboratory  facilities  and  equipment  at  the  Biologic 
Laboratories  in  order  to  perform  the  research  and  at  times  State  employees  in  the 
plasma  fractionation  laboratories  contributed  to  the  preparation  of  CMV  immune 
globulin  used  in  clinical  studies  in  Massachusetts."  The  MPHBL  Director  noted, 
"Overall  the  State's  contribution  was  minor.  .  ."  "When  calculated  as  a  proportion  of 
the  total  resources  used  to  develop  CMV  immune  globulin,  the  State's  contribution 
has  been  estimated  at  approximately  10  percent." 

In  a  subsequent  memorandum,  dated  January  1 1,  1991,  the  General  Counsel 
wrote  to  the  Commissioner,  in  response  to  his  request  that  this  attorney  and  the 
Associate  Commissioner  review  the  Research  Agreement  and  other  related 
agreements  in  order  to  advise  him  "whether  these  agreements  were  entered  into  in 
accordance  with  appropriate  procedure  and  applicable  law."  The  General  Counsel 
cited  two  provisions  of  DPH's  enabling  legislation  to  argue  that  the  CMV  License 
Agreement  and  the  CMV  Research  Agreement  were  legal.  The  General  Counsel 
pointed  out  to  the  Commissioner  that  M.G.L.  c.1 1 1,§5:  permits  DPH  to  "produce  and 
distribute  immunological,  diagnostic  as  it  may  deem  advisable"  and  allows  the  agency 
to  "sell  such  portions  of  such  materials  produced  in  its  laboratories  as  constitute  an 
excess  over  those  required  for  its  use  within  the  Commonwealth." 
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Any  reasonable  interpretation  seems  to  suggest  a  different  conclusion.  This 
provision  of  the  law  appears  to  have  nothing  to  do  with  the  planned  production  of 
CM VIG-IV  for  sale  outside  the  Commonwealth.  The  focus  of  the  law  is  on  the  needs 
of  the  citizens  of  the  State  and  it  only  enables  DPH  to  sell  products  which  are  leftover 
after  these  needs  have  been  met.  It  is  doubtful  that  the  Legislature  envisioned  DPH's 
laboratory  in  Jamaica  Plain  to  be  a  national  producer  of  biologic  products  for  sale  by 
a  private  pharmaceutical  company. 

The  second  section  of  DPH's  enabling  legislation,  M.G.L.  c.1 1 1  §5A,  cited  by 
the  General  Counsel,  in  support  of  the  argument  that  the  Medlmmune  agreements 
were  in  compliance  with  the  law  is  the  provision  which  permits  DPH  to  "purchase, 
produce  and  distribute"  a  product,  when  in  the  judgement  of  the  Commissioner  "an 
emergency  exists  by  reason  of  a  shortage  of  such  product."  This  law  was  written  for 
the  Commonwealth.  The  CMV  License  Agreement  has  nothing  to  do  with  a  public 
health  emergency  in  Massachusetts.  This  agreement  grants  Medlmmune  the 
exclusive  right  "to  make,  have  made,  use  and  sell  or  have  sold  on  its  behalf"  CMVIG- 
IV  everywhere  but  Massachusetts. 

CM  VIG-IV  was  the  first  MPHBL  product  for  which  MHRI  retained  royalties  under 
its  series  of  MOUs  with  DPH.  In  contrast  to  previous  agreements  between 
MDPH/MPHBL  and  MHRI,  the  1989  MOU  permitted  MHRI  and  its  employees  to  retain 
a  substantial  amount  of  all  payments  made  to  MHRI,  as  a  result  of  the  licensure  of 
technology,  developed  by  MHRI  employees  during  the  term  of  "the  Biologic  Research 
Program."  The  Biologic  Research  Program  began  in  October,  1989.  The  MPHBL 
Director  and  MHRI  told  DPH  officials  that  MHRI  employees,  rather  than  State 
employees,  had  developed  the  RSVIG-IV  technology.  This  misrepresentation  was 
critical  to  MHRI's,  The  MPHBL  Director's,  and  the  Deputy  Director's  later  claim  to 
royalties.  DPH  officials  never  had  any  reason  to  question  The  MPHBL  Director's  and 
MHRI's  statements  crediting  MHRI  employees  with  development  technology  during 
the  term  of  the  1989  MOU.  They  were  unaware  of  the  MPHBL  Director's  and  the 
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Deputy  Director's  personal  financial  interest  in  the  RSVIG-IV  product.  Thus,  the  DPH 
Commissioner  and  the  DPH  legal  staff  erroneously  concluded  that  MHRI  owned  the 
CMV  technology  as  well  as  the  RSV  technology.  DPH's  later  actions  were  predicated 
on  its  acceptance  of  this  misrepresentation.  In  an  October  1 9,  1 995  letter  to  the 
Inspector  General,  Commissioner  Mulligan  stated, 

"Because  MHRI  employees  developed  the  technology  on  which  the 
licensing  agreements  are  based,  MHRI  retains  ownership  rights  in  that 
technology." 

The  General  Counsel  concluded,  apparently  based  on  the  MPHBL  Director's,  the 
Deputy  Director's,  and  MHRI's  misrepresentation,  that  MHRI  employees  had  also 
developed  the  CMVIG-IV  technology  and  that  MHRI  own  the  technology  under  the 
terms  of  the  1989  MOU: 

"Through  this  collaboration,  CMVIG  was  developed, 
primarily  with  federal  and  private  research  funding,  and  to 
a  laroe  extent  with  the  expertise  of  MHRI  employees.  .  .  . 
By  agreement  with  the  MPHBL,  MHRI  'owns'  the  license  for 
the  technological  "know  how"  to  produce  CMVIG  and  has, 
in  the  face  of  the  current  shortage,  undertaken  efforts  to 
license  this  technology  to  an  entity  capable  of 
manufacturing  and  marketing  CMVIG  on  a  greater  scale.  . 
.  .  In  addition  it  is  clear  that  no  Department  personnel  or 
MHRI  personnel  working  at  the  MPHBL  have  or  will  derive 
personal  financial  benefit  from  the  licensing  agreement." 
(Underline  ours.) 

The  DPH  Commissioner's  and  General  Counsel's  statements  demonstrate  that 
DPH  accepted  the  MPHBL  Director's  and  the  Deputy  Director's  assertions  that  MHRI 
employees  had  developed  both  CMVIG-IV  and  RSVIG-IV.  Under  the  1989  MOU,  the 
MPHBL  Director  was,  in  fact,  responsible  for  identifying  scientific  technology 
developed  during  the  project.  In  the  case  of  CMVIG-IV  and  of  RSVIG-IV,  the 
Commonwealth  never  made  any  agreement  with  MHRI  to  transfer  its  rights  to  either 
of  these  biologic  products  to  MHRI. 
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The  General  Counsel  did,  however,  warn  the  Commissioner  of  the  following  : 


"It  must  be  noted  for  the  record,  however,  that  due  to  the 
problems  we  have  identified  and  the  fact  that  these  agreements 
were  entered  into  without  the  benefit  of  appropriate  consultation 
with  the  DPH  Central  Office  including  vou.  fthe  Associate 
Commissioner!  or  mvself  or  consultation  with  the  Executive  Office 
of  Administration  and  Finance,  the  effort  to  ensure  a  sufficient 
supply  of  CM VIG  in  this  manner  may  be  the  subject  of  criticism 
and  controversy  in  the  future."  (Underline  ours.) 

The  General  Counsel  recommended  that  DPH  should  re-examine  its  relationship 
to  MHRI.  She  stated  that  "care  should  be  taken  to  determine  whether  DPH's  various 
relationships  and  specific  agreements  with  MHRI  meet  the  Commonwealth's 
contracting  and  purchase  of  service  requirements  which  are  currently  in  effect." 


The  General  Counsel's  memorandum  suggests  that  Medlmmune  might  have 
been  contemplating  litigation  against  the  State  if  further  delay  in  scaling  up  production 
at  MPHBL  to  manufacture  CMVIG-IV  for  Medlmmune  occurred.  DPH's  attorney 
stated, 

"In  recent  discussions  with  staff  at  the  MPHBL  and  MHRI 
it  appears  that  Medlmmune  may  wish  to  repudiate  or 
renegotiate  the  agreements  due  to  several  factors  including 
delay  and  an  anticipated  increased  cost  of  equipment." 

"If,  however,  Medlmmune  wishes  to  proceed  as  agreed  and 
will  litigate  to  establish  its  rights  under  the  agreements,  it 
would  be  optimum  if  we  could  proceed. 

"I  think  at  this  time  we  should  seek  the  advice  of  the 
Executive  Office  of  Administration  and  Finance  concerning 
the  advisability  of  proceeding  under  the  current  agreements 
with  Medlmmune." 

In  contradiction  to  the  focus  in  the  enabling  legislation  on  the  production  of 
vaccines  and  other  biologic  products  for  Massachusetts,  DPH  proceeded  with  the 
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production  of  CMVIG-IV  for  Medlmmune.  In  November  1990,  the  Associate 
Commissioner  had  written  to  the  State  Division  of  Capital  Planning  and  Operations 
(DCPO)  1990  to  request  approval  for  a  "Use  and  Occupancy  Agreement"  for  MHRI 
to  formalize  the  arrangements  for  MHRI  employees  to  work  in  the  Biological 
Laboratory  at  the  State  Laboratory  Institute  and  to  permit  the  installation  of 
equipment.  This  official  made  a  strong  effort  to  tie  the  rationale  for  the  collaboration 
with  MHRI  as  well  as  the  necessity  for  new  equipment  to  DPH's  statutory  mandate 
to  produce  vaccines  (for  the  State's  childhood  immunization  program).  CMVIG-IV, 
however,  is  not  a  vaccine  product,  and  is  not  related  to  DPH's  primary  mission  of 
preventing  communicable  disease  through  effective  immunization. 

In  another  apparent  violation  of  State  finance  laws,  DPH  never  obtained 
legislative  authorization,  to  receive  its  10  percent  share  of  CMVIG-IV  royalties  from 
Medlmmune's  sale  of  this  product.  MPHBL  appears  to  have  posted  these  royalties  as 
"miscellaneous  deposits"  and  put  them  into  a  revenue  deposit  account  that  State 
agencies  typically  use  for  vendor  payments  and  fees.  The  Commissioner  stated  that 
he  was  not  aware  of  the  deceptive  manner  in  which  these  payments  had  been 
handled.26 

Section  17:  MHRI's  and  DPH's  Misstatement  of  the  Purpose  of  the  "Use  And 
Occupancy"  Agreement  with  the  State  Division  of  Capital  Planning  and  Operations 
(DCPO) 

In  January  1991,  MHRI  signed  an  agreement  with  DCPO  to  occupy  37,840 
square  feet  of  space  at  the  State  Laboratory  Institute  facility  in  Jamaica  Plain,  which 
houses  MPHBL's  laboratories.  This  agreement  permits  MHRI  personnel  joint  use  with 
State  personnel  of  the  Biologic  Laboratory  (all  floors  and  rooms)  and  the  State 
Laboratory  Institute  Building  (8  rooms  on  8th  Floor  and  the  Animal  Facilities).  This 


Commonwealth   of   Massachusetts,    MMARS,    "Cash   Received   and   Allocated    by  the 
Commonwealth,"  ID:  RPT469A,  Fiscal  Year  1995,  Run  Date:  06/14/95. 
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agreement  States  the  following: 

"The  User,  MHRI,  "seeks  to  enter  upon  and  use  certain 
portions  of  the  Facility  for  the  purpose  of  research  and 
development  of  biologic  products  for  control  of  life- 
threatening  infections  within  Massachusetts  and 
distribution  of  biologic  products  outside  of  Massachusetts 
when  in  excess.  In  accordance  with  the  provisions  of 
M.G.L.  c.111,  §§  5,  5A,  the  DPH  is  empowered  and 
directed  to  produce  and  distribute  such  vaccines  as  are 
necessary  to  maintain  the  health  and  well-being  of  the 
citizens  of  the  Commonwealth,  this  use  and  occupancy 
agreement  will  enable  the  DPH  to  continue  to  fulfill  this 
important  mandate  through  collaboration  with  the  User  on 
numerous  research  projects  and  through  the  User's 
provision  and  installation  of  equipment  necessary  for  the 
production  and  distribution  of  vaccine.  This  use  and 
occupancy  agreement  will  enable  the  DPH  to  continue  to 
fulfill  this  important  mandate  through  collaboration  with  the 
User  on  numerous  research  projects  and  through  the  User's 
provision  and  installation  of  equipment  necessary  for  the 
production  and  distribution  of  vaccine." 

Under  the  program  description,  the  agreement  again  states: 

"MHRI  will  perform  research  and  development  on  biologic 
products  including  development  of  new  vaccines, 
improvements  of  existing  vaccines  and  development  of 
immune  serums  (immune  globulins)." 

In  lieu  of  rent  and  compensation,  Appendix  C  of  the  Agreement  cites  benefits 
of  the  Use  and  Occupancy  Agreement  with  MHRI  to  DPH.  These  benefits,  in  addition 
to  capital  improvements  to  the  plant  to  manufacture  drugs  for  Medlmmune,  a  portion 
of  the  cost  of  which  DPH  has  to  repay,  include  "[t]he  development  and  preparation 
of  "orphan"  biologic  products  such  as  CMVIG-IV  and  RSVIG-IV,"  which  "enhance  the 
public  health  and  is  in  DPH's  interest." 

Under  the  CMV  Research  Agreement,  Medlmmune  provided  $1  million  in 
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advance  payments,  later  amended  to  $2.25  million,  to  MHRI  to  purchase  and  install 
equipment  to  upgrade  MPHBL's  laboratory,  which  processed  blood  plasma  products. 
The  Use  and  Occupancy  Agreement  stated  that  the  depreciated  equipment  installed 
would  become  the  property  of  the  Commonwealth  at  the  end  of  the  agreement  in  lieu 
of  cash  compensation.  However,  the  Commonwealth,  as  well  as  MHRI,  had  to  repay 
approximately  seventy  percent  of  the  money  advanced  by  Medlmmune  for  the 
purchase  and  installation  of  equipment.  Medlmmune  reduced  future  CMVIG-IV 
royalties  by  the  amount  of  its  equipment  loan. 

MHRI's  Executive  Director  apparently  had  argued  successfully  with  the 
Assistant  Commissioner  that  cash  compensation  to  the  Commonwealth  was  not  a 
good  idea.  He  reasoned  in  a  memorandum  dated  December  21 ,  1990  on  the  topic  of 
the  "Use  Agreement." 

"I  think  that  rather  than  a  cash  payment  by  MHRI,  it  would 
be  preferable  to  say  that  the  compensation  at  the  end  of 
the  term,  the  equipment  being  installed  will  become  the 
property  of  the  Commonwealth." 

"There  are  a  couple  of  reasons  why  a  cash  payment 
provision  would  be  undesirable,  from  MHRI's  perspective: 
first,  it  would  change  the  apparent  nature  of  the  agreement 
from  one  designed  primarily  to  benefit  the  State  to  one 
which  appears  to  be  more  of  a  standard  business  deal,  with 
MHRI  paying  rent  in  return  for  the  use  of  space  for  its  own 
purposes  ....  "Second,  it  could  establish  an  undesirable 
precedent  for  other  MHR^MDPH  joint  projects." 

Nowhere  does  this  Use  and  Occupancy  agreement  State  that  MHRI  will 
manufacture  a  drug  for  sale  by  a  private  pharmaceutical  company,  Medlmmune.  Both 
DPH  officials  and  MHRI  appear  to  have  misrepresented  to  DCPO  the  nature  of  the 
private  activities  that  would  be  conducted  in  the  public  facility.  The  DPH  Associate 
Commissioner,  who  negotiated  this  agreement  with  DCPO,  told  this  Office  that  he 
never  informed  DCPO  that  the  Use  and  Occupancy  Agreement  would  enable  MHRI 
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employees  to  manufacture  CMVIG-IV,  for  national  and  international  sale  by 
Medlmmune,  or,  that  it  also  expected  to  produce  RSVIG-IV,  when  approved  by  the 
FDA,  for  sale  by  Medlmmune. 

While  the  Use  and  Occupancy  Agreement  states  that  the  space  would  be  used 
for  "research,"  internal  MHRI  correspondence  suggests  that  MHRI  avoided  the  use  of 
the  term  "manufacturing"  in  order  to  protect  its  tax  exempt  status.  The  Executive 
Director  of  MHRI  stated,  in  a  memorandum  dated  January  8,  1991  to  the  MPHBL 
Director  and  the  Deputy  Director,  the  following: 

"The  January  4  draft  Use  Agreement  looks  pretty  good. 
My  only  comments  have  to  do  with  the  usage  of  the  terms 
production  and  manufacture.  It  is  important  that  MHRI's 
use  of  the  space  be  cast  in  terms  of  research.  Otherwise, 
the  elaborate  structure  we  created  to  assure  compliance 
with  IRS  regulations  may  be  jeopardized." 

Furthermore,  this  use  of  State-owned  property  since  1991  appears  to  violate 
DPH's  enabling  legislation.  M.G.L.  c.111,  §5  states  that  DPH  can  only  sell  what  is 
in  "excess"  of  the  State's  needs  and  does  not  appear  to  allow  for  public  facilities  to 
be  used  for  deliberate,  planned  production  of  private-label  drugs  for  world-wide 
commercial  sale. 

By  misrepresenting  the  manufacture  of  CMVIG-IV  for  Medlmmune  as 
"research,"  Department  officials  appear  to  have  contributed  to  violations  of  State  and 
Federal  tax  law  by  MHRI,  a  nonprofit  organization.  The  fact  that  the  MPHBL  Director 
recognized  this  problem  is  evident  from  a  memorandum  that  he  wrote  to  the  Assistant 
Commissioner.  The  MPHBL  Director  told  the  Assistant  Commissioner  that  "MHRI  has 
obtained  legal  and  tax  counsel  to  determine  whether  a  not-for-profit  organization  can 
make  CMV  under  contract."  He  said  that  MHRI's  counsel  found  two  problems: 


1 )  The  manufacture  of  a  product  for  commercial  use  is 
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ordinarily  a  taxable  activity.  This  is  true  even  if  only 
selected  tasks  (see  attached  schema),  which  only 
MHRI/MPHBL  can  do,  are  performed  under  service 
contracts  and  at  cost.  If  the  revenues  generated  were  to 
constitute  a  "substantial"  proportion  of  MHRI's  total 
revenue  flow,  MHRI's  not-for-profit  status  could  be 
jeopardized." 

"As  a  short  term  solution  to  this  first  problem,  the  cost  of 
manufacturing  could  be  minimized  by  limiting  the  MPHBL 
activities  to  the  tasks  that  can  only  be  done  here  (#1,4,5 
and  6).  in  addition,  Task  #1  (screening)  can  be  argued  to 
be  a  research  activity,  since  the  donors  are  being  screened 
under  our  research  grants  on  hyperimmune  globulins  (such 
as  RSV-IGIV).  Furthermore,  MHRI's  counsel  advised  that 
task  #6  (quality  control)  is  frequently  defined  as  an  ongoing 
function  of  the  licensor  under  the  licensing  agreement." 

"Our  preliminary  assessment  is  that  revenues  for 
performing  task  #4  and  perhaps  task  #5  would  not  become 
a  threat  to  MHRI's  not-for-profit  status  during  the  next  two 
years.  Eventually,  however,  if  indeed  the  world  requires 
more  than  60,000  vials  per  year.  .  .  ,  this  could  become  an 
issue.  " 

"2)  If  the  licensor  of  a  technology  participates  in  an 
ongoing  and  major  way  in  the  manufacture  of  the  licensed 
product,  then  the  arrangement  could  be  ruled  a  joint 
venture  rather  than  a  licensing  agreement.  The 
consequence  of  this  is  that  the  royalties  would  become 
taxable  and  contribute  to  MHRI's  taxable  income.  The  only 
way  to  avoid  this  risk  is  to  have  the  manufacturing  tasks 
(#4  and  #5)  performed  by  an  independent  entity." 

MPHBL  subsequently  subcontracted  the  provision  of  source  material  for  the 
preparation  of  CMVIG-IV  to  a  supplier,  the  New  York  Blood  Center,  Inc.  ("NYBC"),  and 
subcontracted  the  packaging  of,  the  preservation  of,  and  the  filling  of  individual  vials 
with  the  drug  to  a  major  pharmaceutical  company,  Connaught  Laboratories,  Inc. 
("CLI") 


Section  18:    DPH's  Use  of  MHRI  as  an  Illegal  Fiscal  Conduit  in  Order  to  Retain 
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Revenues  and  Evade  Legislative  Oversight 


MHRI  created  a  separate  account  from  revenue  generated  by  the  sale  of 
MPHBL's  products,  as  well  as  from  grants  and  contracts.  MHRI  retained  a  percentage 
of  monies  received  under  each  memoranda  of  understanding  as  an  overhead  fee.  This 
percentage  increased  from  eight  percent  in  1986  MOU  to  eleven  percent  in  the  1 988 
MOU.  DPH  was  unable  to  provide  an  executed  copy  of  the  1 988  MOU  to  this  Office. 

The  1989  MOU,  executed  by  the  Commissioner  on  December  18,  1989,  also 
allowed  MHRI  to  retain  a  percentage  of  monies  received  as  an  overhead  fee  on 
projects  it  administered  for  MPHBL.  In  the  1989  MOU,  the  amount  was  11  percent. 
In  addition,  the  new  1989  agreement  provided,  for  the  first  time,  an  opportunity  for 
MHRI  and  its  employees  to  share  in  the  distribution  of  royalties  or  other  payments 
made  to  MHRI  "as  a  result  of  licensure  by  MHRI  of  technology  developed  by  MHRI 
employees"  during  the  term  of  the  new  biologies  project  research  program  with 
MPHBL.  This  agreement  gave  30  percent  of  the  royalties  to  MHRI  employees;  20 
percent  to  MHRI;  and  left  40  percent  in  a  fund  under  the  control  of  MHRI.  The  stated 
purpose  of  this  fund  was  "to  further  the  mission  of  MDPH/MPHBL."  Finally,  this  new 
agreement  gave  only  10  percent  to  the  Commonwealth  "to  acknowledge  the  efforts 
of  the  State  in  this  collaboration." 

In  the  case  of  those  research  projects  which  did  not  result  in  patented 
technology,  MHRI  would  put  a  larger  proportion  of  the  royalties,  70  percent,  into  the 
separate  account  that  it  had  established,  under  its  control,  purportedly  to  advance 
MPHBL's  mission.  Under  the  MOU,  the  Assistant  Commissioner,  designated  as  the 
"Program  Director"  for  the  MDPH/MHRI  research  project,  had  to  apply  to  MHRI  to  use 
these  funds.  The  MPHBL  Director,  who  helped  to  structure  the  new  MOU,  and  who 
would  now  stand  to  obtain  significant  royalties,  later  justified  the  small  fraction  of 
royalties  going  directly  into  the  State's  General  Fund  by  stating  that  the 
Commonwealth  had  only  made  a  "minor"  contribution  to  new  product  development. 
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Between  1992  and  1995,  the  Assistant  Commissioner  made  two  applications 
to  MHRI  to  use  the  "royalty  derived  funds  to  further  the  mission  of  MDPH/SLI,"  both 
of  which  MHRI  granted.  The  source  of  these  royalties  was  mainly  from  sales  of 
CMVIG-I  V  by  Medlmmune.  Seventy  percent  of  the  royalties  from  another  invention, 
an  IGIV  technology  licensed  by  MHRI  to  the  New  York  Blood  (NYBC)  in  1990  also 
went  into  this  account. 

The  first  application  to  MHRI  was  the  result  of  the  MPHBL  Director's  request 
for  $62,438  to  buy  equipment  and  make  modifications  in  the  filling  operation  for 
CMVIG-I V.  The  second  application  for  $996,242  resulted  from  the  Deputy  Director's 
request  to  draw  on  this  account  to  renovate  the  Vaccine  Production  Unit  of  the 
Biologic  Laboratories  to  accommodate  the  manufacture  of  a  new  vaccine  product 
being  developed  under  MHRI's  license  agreement  with  a  foreign  company,  the  Swiss 
Serum  Vaccine  Research  Foundation.  The  vaccine,  MPHBL's  own  HIB  product,  to 
prevent  the  influenza  caused  by  meningitis,  was  a  readily  available  product  which  the 
State's  childhood  immunization  program  already  purchased  from  CDC  contracts  for 
distribution  to  physicians  and  their  patients,  and  thus  the  plan  to  develop  it  was 
redundant. 

The  MPHBL  Director  planned  to  combine  this  HIB  product  with  another  vaccine 
product,  acellular  pertussis,  considered  a  less  reactive  formulation  than  the  whole  cell 
version  of  the  drug  to  prevent  whooping  cough,  being  developed  by  MPHBL  under  a 
separate  agreement  with  the  same  Swiss  company.  The  FDA  had  already  approved 
a  license  for  commercial  pharmaceutical  companies  to  sell  this  product  to  older 
children.  The  FDA  licensed  Connaught's  acellular  pertussis  vaccine  for  use  in  the 
immunization  of  infants  against  whooping  cough  in  1996.  This  product  is  readily 
available  to  the  State's  childhood  immunization  program  through  Federally  subsidized 
CDC  contracts. 

Furthermore,  the  MPHBL  Director  and  the  Deputy  Director  were  poised  to 
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receive  royalties  from  the  sale  of  the  international  sale  of  these  products.  The 
agreement  between  OBI,  and  MPHBL,  executed  in  January  1996,  permitted  royalties 
to  go  to  MHRI/OBI  personnel  who  made  "major  contributions"  to  the  development  of 
the  non-patented  technology.  DPH  eliminated  this  provision  in  April  1 996  in  response 
to  this  Office's  objections  which  were  stated  in  a  letter  to  the  DPH  Commissioner  in 
February  1996. 

It  is  difficult  to  understand  how  expenditures  from  the  separate  revenue 
retention  account  for  royalties  and  other  licensing  revenue,  maintained  by  MHRI, 
benefitted  the  Commonwealth.  The  Commonwealth  only  received  a  small  portion  of 
the  royalties  directly  from  the  sales  of  CMVIG-IV.  In  addition,  it  is  the  Legislature's 
prerogative  to  determine  how  state  monies  are  expended.  Most  of  the  profits  from 
CMVIG-IV  went  to  Medlmmune.  The  improvements  in  the  vaccine  production  facility 
to  accommodate  the  manufacture  of  the  copy-cat  vaccine  had  nothing  whatsoever  to 
do  with  MPHBL's  manufacture  of  its  currently  license  products  for  the  State's 
childhood  immunization  program.  The  FDA  does  not  permit  laboratories  to  use  the 
same  equipment  for  licensed  and  unlicensed  products. 

According  to  the  language  of  the  Use  and  Occupancy  Agreement,  MHRI  was  to 
provide  funds  to  enable  the  State  biologic  laboratories  to  meet  FDA  standards  for  the 
manufacture  of  the  Commonwealth's  currently  licensed  vaccine  products,  DTP,  DT, 
Td,  and  Tetanus.  Since  the  fund  monies  were  used  to  renovate  the  facility  in  order 
to  manufacture  a  new  vaccine  product,  MHRI  never  complied  with  the  agreement. 
In  fact,  in  March  1995,  the  Deputy  Director  told  this  Office  that  MPHBL  was  still 
operating  its  vaccine  filling  line  for  its  licensed  products  with  waivers  from  the  FDA 
and  that  it  had  to  improvise  equipment. 

Despite  this  diversion  of  funds  to  advance  MHRI  private  projects,  the  Associate 
Commissioner  of  DPH  defended  what  was  in  effect  a  slush  fund.  He  told  this  Office 
that  he  did  not  make  any  distinction  between  the  revenues  held  by  MHRI,  a  private 
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organization,  and  State  appropriations.  He  said, 


"I  think  the  point  I  would  make.  .  .  is  that  from  the 
perspective  of  the  people  who  work  at  the  biologies  lab, 
and,  in  fact,  from  the  perspective  of  the  Department  in 
general,  there's  something  of  an  artificial  distinction  being 
made  between  the  10  percent  -  -  or  the  ten  or  the  20 
percent  and  the  rest  -  -  and  some  of  the  rest  of  the  money 
that  from  our  -  -  from  my  perspective,  the  Commonwealth 
benefits  from  everything,  but  the  part  that  goes  to  MHRI 
and/or  gets  to  royalties  for  their  employees  or  whatever, 
that  the  part  of  the  fund,  which  is  the  single  biggest  chunk 
which  goes  to  the  biologies  laboratory,  is  a  Commonwealth 
benefit  because  it  supports  an  activity  which  the 
Commonwealth  is  interested  in;  it's  our  activity,  that  ..." 

"So  that  there  are  two  kinds  of  Commonwealth  benefits, 
and  it's  not  just  the  part  that  goes  to  the  General  Fund. 
The  part  that  goes  to  the  General  Fund  is  -  -  obviously 
counts,  but  absent  the  next  chunk,  which  is  the  part  that 
supports  the  biologies  lab,  it  couldn't  function,  and  we 
would  either  not  be  able  to  do  what  we  think  is  important 
as  a  public  health  function, but  we  would  have  to  go  to 
[the]  legislature  and  ask  for  appropriation,  which  would 
simply  offset  the  money  that  was  going  to  the 
Commonwealth. " 

The  DPH  Commissioner  stated  that  he  thought  that  the  funds  retained  in  an  off- 
budget  account  to  benefit  MPHBL  "would  be  used  to  further  the  childhood  vaccine 
(program)  and  other  initiatives  of  the  State  Lab.  Thus,  he  stated, 


"So  I  never  made  any  big  distinction  between  the  General  Fund 
getting  the  money  and  the  laboratory  getting  the  money  to  further 
the  State's  vaccine  program  for  children.  I  thought  that  was  very 
consistent  with  the  mission  of  the  Department  and  what  we're 
about  in  terms  of  protecting  the  health." 

This  statement  by  the  DPH  Commissioner  demonstrates  how  DPH  knowingly 
diverted  money  which  should  have  been  paid  to  the  General  Fund,  to  an  off-budget 
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account  for  its  own  purposes,  without  legislative  appropriation  of  those  funds. 

The  Commissioner  of  DPH  told  this  Office  that  MPHBL  used  MHRI  to  "preserve 
its  work  force"  as  State  budget  cuts  reduced  the  number  of  State-funded  positions 
at  the  biologic  laboratories. 

The  Commissioner  acknowledged  that  the  State  buys  most  of  its  vaccines  for 
its  childhood  immunization  program,  and  that  he  had  hoped  that  this  money  would 
have  been  used  to  defray  the  cost  of  this  program  which  he  thought  had  been  in 
jeopardy  in  the  past.  He  said  that  he  had  hoped  that  the  money  in  this  account  would 
have  been  transferred  to  buy  vaccines  to  protect  this  program.  He  admitted, 
however,  that  "it  never  happened." 

The  documents  reviewed  by  this  Office  show  that  MHRI  also  created  an  off- 
budget  revenue  account  to  retain  overhead  fees  charged  to  the  grants  and  contracts 
that  it  managed  to  subsidize  the  operations  of  SLI  and  MPHBL.  DPH  was  able  to  use 
MHRI  as  an  illegal  fiscal  conduit  in  order  to  keep  these  funds  off  the  books  of  the 
Commonwealth  and  to  evade  legislative  oversight.  Approximately  $1.3  million  from 
this  revenue  account  was  used  to  renovate  the  former  stable  on  the  SLI  campus 
during  1994  to  1995,  including  new  offices  for  the  MPHBL  Director  and  the  Deputy 
Director.  The  Deputy  Director  stated  to  this  Office  in  April  1 995  that  half  of  these 
funds  came  from  a  loan  from  Medlmmune  but  the  Assistant  Commissioner 
contradicted  this  Statement  in  an  interview  with  this  Office.  He  told  this  Office  that 
the  funds  to  renovate  the  stable  came  from  surplus  project  revenues. 

Article  (LXIII)  63  of  the  State  Constitution  states  that  all  money  received  on 
account  of  the  Commonwealth  from  any  source  shall  be  paid  into  the  treasury. 
M.G.L.  c.  29,  the  State  finance  law,  imposes  certain  constraints  on  State  agencies  to 
insure  accountability  in  the  management  of  public  funds.  Among  the  relevant 
provisions  of  this  law  are  the  following  requirements:  all  revenue  payable  to  the 
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Commonwealth  is  to  be  paid  into  the  General  Fund,  unless  otherwise  directed  by  law; 
each  agency  must  submit  to  the  Executive  Office  of  Human  Services  and,  if  approved, 
to  the  State  Budget  Director  and  the  House  and  Senate  Ways  and  Means  Committees, 
a  budget  showing  revenue  and  anticipated  revenue;  each  agency  must  submit  a 
financial  plan;  and  no  agency  is  to  establish  new  or  expand  existing  programs 
involving  federal  or  non-State  monies,  beyond  the  scope  approved  by  the  General 
Court,  unless  the  State  Budget  Director  is  notified  and  makes  a  recommendation  to 
the  General  Court;  and  funds  are  then  appropriated  by  the  Legislature  for  expenditure 
by  State  agencies  in  accordance  with  specified  restrictions  set  forth  in  the 
appropriation  account. 

Apparently  in  disregard  of  State  finance  law,  DPH  sanctioned  the  use  of  MHRI 
as  an  off  budget  source  of  funds  to  subsidize  SLI's  and  MPHBL  's  operations.  M.G.L. 
c.29,  §66,  provides  penalties  for  any  officer  or  employee  who  knowingly  violates  any 
provision  of  this  chapter. 

That  DPH  recognized  that  its  use  of  MHRI  as  a  fiscal  conduit  and  its  creation 
of  off-budget  accounts  violated  State  finance  laws  is  evidenced  by  a  1 992  internal 
memorandum  by  DPH's  First  Deputy  General  Counsel.  He  acknowledged  that  "State 
agencies  generally  operate  as  part  of  a  highly  centralized  system,  in  which  all 
revenues  go  into  the  General  Fund,  each  agency  is  allotted  funds  through 
appropriation,  and  the  purchase  and  sale  of  goods  and  services  must  run  through 
elaborate  contracting  procedures.  ...  in  light  of  the  apparent  intent  of  the  statutes 
to  govern  the  conduct  of  the  operation  of  all  State  agencies,  it  seems  reasonable  to 
assume  that  the  statutes  generally  would  apply  to  the  Biologic  Laboratory." 

DPH's  and  MHRI's  disregard  of  State  finance  law  appears  to  be  an  exacerbation 
of  a  pattern  of  behavior  that  had  persisted  for  many  years  under  previous  memoranda 
of  understanding.  The  evidence  suggests  that  this  was  an  attempt  to  privatize 
activities  of  MPHBL  which  had  commercial  potential.  These  commercial  activities  had 
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little  direct  bearing  on  DPH's  legislative  mandate  to  protect  the  public  against 
communicable  disease.  Although  there  was  no  royalty  splitting  with  MHRI  or  State 
employees  for  products  developed  at  MPHBL  prior  to  the  1989  MOU,  money  that 
should  have  gone  to  the  Commonwealth's  General  Fund  from  the  sale  of  products 
produced  at  MPHBL  was  retained  by  MHRI  to  supplement  legislative  appropriations 
to  both  MPHBL  and  to  the  State  Laboratory  Institute,  the  division  of  DPH  which 
administers  the  biologic  laboratories.  For  example,  the  previous  SLI  Director  had  spun 
off  the  Institute's  contract  with  the  NorthEast  Region  of  the  American  Red  Cross 
Blood  Services  ("Red  Cross")  to  MHRI  in  the  late  1970's.  Under  this  contract,  the 
Red  Cross  supplied  MHRI,  as  MPHBL's  fiscal  and  administrative  agent,  with  plasma 
which  MPHBL  used  to  produce  biologic  products.  In  turn,  the  NorthEast  Red  Cross 
gained  distribution  rights  for  MPHBL's  products  in  its  region,  Massachusetts  and 
Maine.  The  Red  Cross  marketed  one  product,  VZIG,  nationally,  while  MPHBL 
continued  to  distribute  this  drug  in  Massachusetts  through  its  own  delivery  system. 

A  spokesman  for  the  Red  Cross  acknowledged  to  this  Office  that  the 
organization  used  its  profits  from  the  sale  of  CM VIG-IV  to  underwrite  the  cost  of  its 
regional  blood  distribution  network.  Under  the  Red  Cross's  contract  with  MHRI, 
signed  in  June  1 995,  the  Red  Cross  reimbursed  MHRI  at  the  rate  of  $1 76  per  vial  for 
CMVIG-IV.  The  Red  Cross  distributed  such  vials  at  a  fee  of  $310  per  vial,  a  seventy- 
five  percent  mark-up.  This  mark-up  is  significant  because  the  Red  Cross  is  a  private 
organization,  as  is  MHRI,  and  its  pricing  policy  appears  to  violate  DPH's  enabling 
legislation,  M.G.L.  c.111,  §5.  This  chapter  only  allows  DPH  to  "sell"  what  is  in 
"excess"  or  left  over  after  the  needs  of  the  citizens  of  the  Commonwealth  have  been 
met,  suggesting  that  at  least  products  would  be  distributed  within  the  State  at  cost. 
It  is  doubtful  that  the  Legislature  intended  MPHBL  products  to  become  a  profit  center 
for  a  private  organization. 

The  contract  that  MHRI  has  with  the  Red  Cross  to  distribute  MPHBL  products, 
is  now  a  $2.2  million  item  on  its  books.  MHRI  retains  these  profits  in  those  accounts 
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that  this  private  nonprofit  organization  manages  for  MPHBL.  MHRI's  off-budget 
accounts  for  all  of  the  MPHBL  projects  that  it  administered  in  1995  totalled 
approximately  $9.4  million. 


Section  19:  DPH's  Failure  to  Competitively  Bid  its  Contract  with  MHRI  for  Fiscal  and 
Administrative  Services 

DPH  selected  MHRI  to  be  its  fiscal  and  administrative  agent  without  a 
competitive  bidding  process  in  accordance  with  state  law.  According  to  the  terms  of 
the  1989  MOU,  MHRI  was  entitled  to  retain  1 1  percent  of  the  total  direct  costs  of  the 
project  as  compensation  for  its  services  as  MPHBL's  fiscal  and  administrative  agent. 
However,  the  1989  MOU  allowed  MHRI  to  retain  20  percent  of  the  income,  in  lieu  of 
overhead  charges,  from  royalties  on  technology  which  its  employees  developed  during 
the  term  of  the  agreement.  The  records  reviewed  by  this  Office  indicate  that  MHRI 
retained  $120,992  in  CMVIG-IV  royalties  in  Fiscal  Year  1995,  compared  to  $60,496 
deposited  into  the  Commonwealth's  General  Fund.  In  addition,  calculations  based  on 
MHRI's  1 1  percent  overhead  charge  would  have  resulted  in  the  retention  of  $702,733 
on  an  annual  budget  of  $6.4  million  for  MPHBL  contracts  and  grants  in  1995. 27 

MHRI  is  a  private  organization  incorporated  under  M.G.L.  c.180  in  1959. 
MHRI's  Board  of  Directors  was  re-organized  in  1980  to  exclude  State  employees  on 
the  Board  because  such  presence  created  a  conflict  of  interest  when  MHRI  sought 
State  contracts.  MHRI  has  a  vendor  number  assigned  to  it  by  the  Division  of  the 
Comptroller  which  was  used  to  pay  the  organization  directly  in  Fiscal  Year  1 994.  This 
Office's  review  of  documents  indicates  that  MHRI  has  other  contracts  with  DPH, 
although  the  mechanism  of  payment  is  not  apparently  through  the  State  Treasury  as 
is  required  by  Article  63  of  the  State  Constitution  and  M.G.L.  c.  29  §2.  This  Office 


27MHRI's  budget  for  contracts  and  grants  for  MPHBL  totalled  $9,941,211  on  April  7,  1995. 
However,  this  amount  included  $3,101,368  for  CMV  advanced  royalties  and  $451,357  in  CMV 
licensing  revenues  and  other  royalties. 
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has  been  told  that  MHRI  had  a  previous  contract  with  the  Department  of  Transitional 
Assistance  (formerly  the  Department  of  Public  Welfare).  According  to  its  reports  filed 
with  the  Attorney  General's  Division  of  Public  Charities,  MHRI  has  also  done  business 
with  the  State  of  New  Hampshire. 

DPH  used  the  term  "memorandum  of  understanding"  to  describe  its  agreements 
with  MHRI.  This  Office  has  been  told  that  this  term  is  a  misnomer.  An  MOU  is  only 
applicable  to  intergovernmental  agreements  between  State  agencies  or  between  State 
and  Federal  government  agencies.  The  agreement  between  DPH  and  MPHBL  and 
MHRI  is  a  consultant  contract.  While  DPH  does  not  write  a  check  to  MHRI  for  the 
provision  of  professional  services,  MHRI  retains  overhead  for  its  services  from  grants 
and  contract  money  that  would  otherwise  go  to  the  Commonwealth's  General  Fund 
according  to  M.G.L.  c.29,  §2  for  appropriations  pursuant  to  M.G.L.  c.29,  §6D. 
Furthermore,  MHRI  personnel  are  not  using  space  at  MPHBL  based  on  the 
organization's  own  authority.  MHRI  is  performing  services  at  MPHBL  under  DPH's 
statutory  mandate  to  produce  and  distribute  vaccines  and  other  biologic  products  to 
meet  the  needs  of  the  citizen's  of  the  Commonwealth. 

The  Commissioner  told  this  Office  in  an  interview  that  MPHBL  had  used  MHRI 
to  "preserve  its  work  force"  in  the  face  of  State  budget  reductions,  which  may  also 
violate  state  finance  law.  MPHBL  staffing  dropped  from  35.5  positions  in  1980  to 
15.2  positions  in  1 992.  In  the  interim,  the  number  of  non-State  positions  grew  from 
1 3. 1  in  1 989  to  82.2  in  1 992.  State  finance  law  prohibits  State  agencies  from  using 
consultants  as  substitutes  for  State  employees.  Internal  MPHBL  memoranda  stress 
the  need  to  have  State  employees  supervise  MHRI  personnel  because  they  are 
contracted  personnel.  MPHBL  had  only  ten  State  employees  in  1995. 

Despite  the  fact  that  MHRI  has  served  as  "fiscal  and  administrative  agent"  for 
MPHBL,  it  acts  as  if  it  is  an  owner  of  property  developed  at  the  State  biologic 
laboratories. 
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•  MHRI  wants  compensation  for  the  intellectual  property  that  it  purports 
to  own  and  DPH  has  no  control  over  it.  The  OBI  agreement  states  that 
MHRI  must  be  compensated  for  its  intellectual  property.  In  a 
memorandum  dated  January  19,  1996,  commenting  on  a  draft  of  the 
proposed  OBI  agreement  with  MDPH/MPHBL,  MHRI's  Executive  Director 
stated  that  the  existing  language  "would  require  MHRI  and  OBI  to 
transfer  valuable  assets  to  another  entity  in  exchange  only  for  a 
commitment  to  negotiate  over  compensation."  Apparently  referring  to 
MHRI's  board  of  directors,  the  Executive  Director  of  MHRI  added,  "If  I 
ever  signed  off  on  this  one-sided  language,  I  should  be  fired 
immediately!" 

The  intellectual  property  to  which  MHRI's  Executive  Director  referred  was 
drugs  such  as  RSVIG-IV  and  CMVIG-IV,  as  well  as  earlier  products  which  generated 
incomes,  VZIG,  Standard  Immune  Globulin,  and  Albumin,  developed  at  MPHBL.  The 
final  version  of  this  agreement  reflects  the  change  that  MHRI's  executive  director 
requested.  The  agreement,  which  the  Commissioner  of  DPH  and  the  Assistant 
Commissioner  signed  on  January  23,  1996  states, 

"The  parties  understand  that  in  the  future  it  may  be  beneficial  to 
the  shared  goals  of  the  parties  to  transfer  patent  technology  rights 
from  MHRI  or  OBI  to  MDPH/SLI  or  a  statutorily  created  successor 
to  assure  that  the  citizens  of  Massachusetts  gain  the  greatest 
public  health  benefit  from  the  products  of  this  joint  collaboration. 
The  parties  will  negotiate  in  good  faith  to  determine  fair 
compensation  for  OBI  and  MHRI  should  a  transfer  be  requested  by 
either  party." 

•  MHRI  refused  to  allow  former  State  employees  now  on  its  payroll  to  be 
interviewed  by  this  Office.  MHRI's  lawyer  stated  that  MHRI  was  a  "private 
organization"  and  did  not  have  to  voluntarily  talk  with  this  Office  to  provide 
information  on  the  development  of  RSVIG-IV.  Some  of  these  employees  had 
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substantial  State  service  and  may  later  qualify  for  a  State  pension. 

•  MHRI  did  not  want  to  subsidize  the  State's  immunization  program.  Yet  the 
Department's  legislative  proposal,  House  No.  210  of  1995,  to  establish  a  quasi- 
independent  institute  was  premised  on  the  necessity  to  establish  a  new  agency 
with  greater  flexibility  to  enter  into  public/private  partnerships  in  order  to  insure 
an  ample  supply  of  vaccines  to  the  children  of  the  State.  The  Commissioner 
testified  that  this  was  true.  However,  in  a  note  penned  on  a  draft  of  the  OBI 
agreement  dated  December  22,  1995,  the  Deputy  Director  stated, 

"The  mission  of  OBI  is  not  to  support  the  Commonwealth's 
Vaccine  Program.  Excess  Project  Revenues  should  go  to 
support  the  mission  of  OBI,  that  is  to  develop  new  products." 

•  MHRI  did  not  want  the  Commonwealth's  portion  of  the  profits  from 
licensing  revenues  for  drugs  developed  at  MPHBL  to  increase  under  the 
new  OBI  agreement.  A  draft  version  of  the  OBI  agreement,  dated, 
December  22,  1995,  stated  the  following: 

"With  respect  to  licensing  revenues  not  derived  from  any 
patented  technology,  such  revenues  shall  be  allocated  as 
follows.  20%  shall  be  paid  to  the  Commonwealth  of 
Massachusetts  in  the  form  of  a  check  made  payable  to  the 
General  Fund  to  acknowledge  the  efforts  of  the  MDPH/SLI 
in  this  collaboration;" 

•  MHRI  kept  the  profits  on  drugs  developed  at  MPHBL  in  its  coffers  and 
away  from  the  General  Fund  of  the  State.  This  applied  to  VZIG,  an  FDA- 
licensed  product  developed  in  the  1 970's  distributed  by  the  American 
Red  Cross  and  Standard  Immune  Globulin  and  Albumin  (Human)  licensed 
by  the  FDA  in  1986.  In  addition  to  the  1 1  percent  overhead  that  MHRI 
charged  to  MPHBL  contracts  which  it  managed,  MHRI  retained  20 
percent  of  the  royalties  from  the  sale  of  CMVIG-I V  and  is  set  to  receive 
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20  percent  of  the  royalties  from  RSVIG-IV. 

Section  19:  MHRI's  Self-Serving  Role  With  Respect  To  MPHBL 

In  the  summer  of  1989,  MHRI  acted  essentially  as  MPHBL's  fiscal  and 
administrative  agent.  According  to  the  Assistant  Commissioner,  he  and  MPHBL 
officials  relied  exclusively  on  MHRI,  in  its  fiduciary  capacity  as  its  agent,  to  advise 
them  on  how  to  proceed  to  market  RSVIG-IV,  as  well  as  CMVIG-IV.  The  advice  that 
MHRI  gave  was  to  enter  into  a  no-bid  arrangement  that  would  yield  $4.2  million  to 
MHRI  for  RSVIG-IV  (RespiGam)  and  $441 ,000  for  CMVIG-IV.28  This  was  self-serving 
advice  because  MHRI  received  a  profit  above  and  beyond  its  expenses  when  the 
organization  had  no  role  in  developing  these  drugs.  MHRI  apparently  knew  that  the 
drug  had  been  developed  by  the  State,  that  Medlmmune's  attorneys  were  engaged 
in  drafting  the  patent,  and  that  the  patent  would  be  assigned  to  MHRI. 

In  the  opinion  of  this  Office,  had  MHRI  acted  in  accordance  with  the  duties  of 
it's  contract,  it  would  have  recommended  that  DPH  competitively  bid  the  license  for 
RSVIG-IV,  as  well  as  CMVIG-IV.  The  Director  and  the  Deputy  Director  would  then 
have  had  to  disclose  any  patent  claims;  the  Commonwealth  would  have  owned  the 
patent;  and  revenues  from  the  sale  of  the  drugs  would  have  gone  directly  into  its 
General  Fund.  This  Office  has  been  told  that  other  State  agencies  such  as  the 
Secretary  of  State  and  the  Office  of  Consumer  Affairs  have  obtained  special  legislative 
authorization  in  order  to  receive  royalties  from  the  sale  of  a  specific  item.  It  appears 
that  this  is  exactly  what  MHRI  and  the  Director  and  the  Deputy  Director  wanted  to 
avoid.  Using  MHRI  as  a  fiscal  conduit  not  only  provided  a  way  for  MHRI  to  retain 
profits  from  the  sale  of  two  drugs  which  MHRI  licensed  to  Medlmmune,  but  it  also 


28MHRI  had  to  repay  its  share,  20  percent,  of  the  royalties  advanced  by  Medlmmune  under 
the  CMV  Research  Agreement  to  renovate  MPHBL's  fractionation  laboratory  and  purchase 
equipment. 
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provided  MHRI  with  a  way  to  retain  revenue  from  the  other  FDA  approved  drugs 
VZIG,  Standard  Immune  Globulin,  and  Albumin  (Human)-distributed  by  the  Red  Cross. 
This  revenue  was  all  off-the-books  of  the  Commonwealth,  and  could  be  utilized  by 
MHRI  without  Legislative  oversight. 

Section  20:  MHRI's  Response  to  this  Office's  Requests  for  Information  Related  to  its 
Inquiry  Irto  the  Activities  and  Practices  of  MPHBL 

MHRI  withheld  all  but  a  few  public  documents  requested  by  this  Office  and 
misrepresented  to  this  Office  that  it  had  turned  over  all  related  documents  within  its 
possession,  custody  and  control  except  for  "a  limited  number  of  documents  protected 
from  disclosure  by  the  attorney-client  privilege." 

Former  State  employees  who  held  high  ranking  professional  positions  in  DPH 
who  are  now  on  MHRI's  payroll  declined  to  speak  with  this  Office  or  respond  to 
questions  about  the  course  of  events  at  MPHBL  from  1985  through  1989. 

Estimated  Damages  of  $67.64  Million: 

This  Office  has  estimated,  as  explained  in  the  following  text,  the  extent  of 
financial  damages  to  the  Commonwealth: 


SOURCE 


AMOUNT 


FROM  MHRI 


-  MHRI's  claimed  20%  share  of  future  RSVIG-IV 
and  CMVIG-IV  royalties 


4,700,000 


-  Repayment  to  the  State  by  MHRI  of  MHRI's 
20%  share  of  past  CMVIG-IV  royalties 


441,000 


-  Repayment  to  the  State  by  MHRI  of  excess 
manufacturing  revenue  retained  by  MHRI 


4,200,000 


FROM  THE  DIRECTOR  AND  DEPUTY  DIRECTOR 
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-  The  Director  and  Deputy  Director's  claimed  30% 
share  of  future  RSVIG-IV  royalties 


6,300,000 


FROM  MEDIMMUNE,  INC. 


-  Medlmmune  should  increase  the  royalties  paid  to 
the  State  from  to  10%  on  sales  of  RSVIG-IV, 
resulting  in  additional  royalties  of  $49  million 


49,000,000 


-  Medlmmune  repayment  to  the  Commonwealth  of 
unreimbursed  State  manufacturing  expenses 


3,000,000 


TOTAL 


67,641,000 


Explanation:  Estimated  Damages  of  $67.64  Million: 

The  State  rightfully  owns  MHRI's  claimed  20  percent  share  of  future  RSVIG-IV 
and  CMVIG-IV  royalties:  $4,700,000.  The  1989  MOU  allows  MHRI  to  retain  20 
percent  of  the  royalties  paid  to  MHRI  as  a  result  of  technology  developed  by  MHRI 
employees  during  the  term  of  the  Project  [beginning  October  1 ,  1 989]. 29  MHRI  is  not 
allowed  to  retain  any  other  kind  of  royalties.  Since  both  the  RSVIG-IV  and  the 
CMVIG-IV  technology  were  developed  prior  to  the  term  of  the  1 989  MOU,  MHRI  has 
no  rightful  claim  to  future  royalties  from  these  products.30  MHRI  is  only  entitled  to 
retain  its  standard  administrative  fee  of  1 1  percent  of  the  total  direct  costs  of  the 
project  and  is  not  entitled  to  retain  any  of  the  estimated  $4.2  million  in  future  RSVIG- 
IV  royalty  rights  or  $500,000  in  estimated  future  CMVIG-IV  royalties. 


Section  IV(B)  provides:  "For  its  services,  MHRI  shall  be  entitled  to  retain  an  amount  equal  to 
1 1  %  of  the  direct  total  costs  of  the  Project."  Section  IV(B)  makes  a  single  exception  to  the  straight 
1 1  %  overhead  rate,  as  follows:  "Any  revenues  in  the  form  of  royalties  or  other  payments  made  to 
MHRI  as  a  result  of  licensure  bv  MHRI  of  technology  developed  by  MHRI  employees  during  the  term 
of  the  Project  shall  be  accounted  for  separately  and  shall  not  be  treated  as  Project  revenues." 
(Emphasis  added.)  Section  IV(B)  delineates  how  those  non-project  revenues  shall  be  distributed, 
providing  that  "30%  .  .  .  shall  be  set  aside  for  the  benefit  of  MHRI  personnel  who  developed  the 
patented  technology.  .  .  .  Recommendations  for  the  assignment  of  such  income  will  be  made  by  the 
Program  Director  [the  Assistant  Commissioner]  and  will  be  subject  to  approval  by  MHRI"  and  that  "20 
%  shall  be  retained  by  MHRI  in  lieu  of  overhead  charges." 

30The  FDA  issued  a  product  license  for  CMVIG-IV  to  MPHBL  on  April  1 7,  1 990,  prior  to  the  date 
that  the  CMV  License  Agreement  was  executed  by  MHRI  and  Medlmmune. 
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MHRI  repayment  to  the  State  of  MHRI's  20  percent  share  of  past  CMVIG-IV  royalties: 
$441,000: 

MHRI  has  retained  20  percent  of  royalties  paid  to  date  by  Medlmmune  on  sales 
of  CMVIG-IV.  For  the  reason  stated  above,  MHRI  must  repay  this  to  the 
Commonwealth.  Because  the  FDA  issued  a  product  license  for  CMVIG-IV  on  April  1 7, 
1 990,  a  few  days  prior  to  the  date  that  MHRI  executed  a  CM V  License  Agreement 
with  Medlmmune,  MHRI  employees  could  not  have  possibly  developed  the  technology 
during  the  term  of  the  1989  MOU;  therefore  MHRI  must  repay  the  State  this 
$441,000  in  CMVIG-IV  royalties. 

Financial  records,  that  this  Office  obtained  from  DPH,  indicate  that  MHRI  has 
retained  these  royalty  payments  in  addition  to  overhead  charges.  Even  if  MHRI  had 
the  right  to  retain  20  percent  of  CMVIG-IV  royalties,  it  could  not  do  so  in  addition  to 
its  overhead  rate  of  1 1  percent  of  total  MHRI  project  cost.  This  apparent  double- 
dipping  by  MHRI  has  apparently  resulted  in  an  overpayment  of  approximately 
$441,000.  Between  FY  1990  and  FY  1995,  MHRI  retained  $294,203  in  CMV 
royalties.  Forecasted  CMVIG-IV  royalties  for  FY  1996  totalled  $735,000,  of  which 
MHRI  was  projected  to  retain  20  percent  or  $147,000.  Total  forecasted  CMVIG-IV 
royalties  retained  by  MHRI  between  FY  1990  and  FY  1995;  therefore,  totalled 
$441,203,  rounded  to  $441,000. 

MHRI  -  Repayment  to  the  State  of  excess  manufacturing  revenue  retained  by  MHRI: 
$4,200,000. 

Records  also  indicate  that  MHRI  may  have  improperly  retained  manufacturing 
revenue  amounting  to  $4.2  million  from  Medlmmune  and  other  MPHBL  customers 
(i.e.,  the  American  Red  Cross)  between  FY  1990  and  FY  1995  in  violation  of  the 
MOU.  These  funds  should  be  repaid  to  the  Commonwealth. 

A  document,  entitled  "MPHBL  Cost  Accounting  Summary,"  provided  by  DPH, 
shows  that  MHRI  incurred  total  direct  costs  of  $26,064,292,  for  manufacturing 
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MPHBL  products  between  FY  1990  and  FY  1995.  Therefore,  MHRI  should  have 
reimbursed  itself  in  the  amount  of  $26,064,292,  for  its  total  direct  costs,  and  retained 
an  additional  1 1  percent  of  that  figure,  $2,867,072,  for  its  services,  for  a  total  of 
$28,931 ,363.  Instead,  MHRI  accounting  records,  provided  by  DPH,  reveal  that  this 
vendor  retained  $33,150,336,  in  the  so-called  "SLI  Revenue  Account"  that  it 
established  for  the  deposit  of  manufacturing  payments  and  of  other  non-royalty 
revenue  from  the  sale  of  MPHBL  products.  SLI  is  the  DPH  division  which  includes  the 
State  biologic  laboratories. 

This  practice  resulted  in  an  apparent  over-retention  of  $4,21 8, 973. 31 

MHRI  also  deposited  monies  charged  to  manufacturing  contracts  for  overhead 
costs  incurred  by  SLI  (i.e.,  "SLI  overhead")  into  this  account,  which  it  controlled.  The 
SLI  overhead  factor  was  15  percent  of  total  manufacturing  costs,  a  figure  that 
included  both  MHRI's  direct  manufacturing  costs  (e.g.,  salaries,  fringe  benefits  for 
MHRI  personnel)  and  the  State's  direct  costs  (e.g.,  salaries,  fringe  benefits  for  State 
employees).  The  data  from  the  "MPHBL  Cost  Accounting  Summary"  suggests  that 
MHRI's  over-retention  of  funds  is  the  direct  result  of  this  vendor's  practice  of  charging 
additional  overhead,  accounted  for  as  "MPHBL  ICA"  (MPHBL  indirect  cost 
adjustment),  to  contracts  for  the  manufacture  of  MPHBL  products.  MHRI  appears  to 
have  deposited  the  funds  charged  to  contracts  as  an  MPHBL  ICA  into  its  SLI  Revenue 
Account  but  never  to  have  credited  these  monies  to  SLI.  Instead  MHRI  appears  to 
have  retained  most  of  the  "MPHBL  ICA"  monies  for  itself.  The  1989  MOU  did  not 
authorize  MHRI  to  retain  these  funds  for  itself. 


According  to  cost  accounting  and  revenue  records  presented  to  this  Office  by  DPH,  MHRI  may 
owe  the  Commonwealth  approximately  $4.2  million  in  payments  for  reimbursement  of  direct  and 
indirect  expenses  made  by  MPHBL.  MHRI  is  authorized  to  retain  only  1 1  percent  of  its  total  direct 
costs  according  to  the  1 989  MOU.  Over  the  six  year  period,  $6.79  million  in  "MPHBL  ICA"  expenses 
were  listed  as  MHRI  expenses. 
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This  Office  notes  with  alarm  that  millions  of  dollars  that  should  have  been  used 
to  reimburse  the  State  for  its  costs  for  the  manufacture  of  MPHBL  products  have 
passed  through  MHRI's  so-called  SLI  account  since  FY  1990.  Neither  DPH  or  MHRI 
has  notified  the  State  Auditor  or  the  State  Comptroller  that  State  revenue  was  passing 
through  an  unauthorized  off-budget  account  under  the  control  of  a  State  vendor, 
MHRI.  The  result  is  that  the  State  Auditor  and  the  State  Comptroller  did  not  know 
about  these  funds.  In  this  report,  this  Office  recommends  that  the  State  Auditor  and 
the  State  Comptroller  immediately  conduct  an  audit  and  review  of  all  MHRI 
transactions  under  these  contracts. 

Future  royalty  rights  of  the  Director  and  Deputy  Director:  $6.3  million: 

Furthermore,  the  Director  and  Deputy  Director  are  not  entitled  to  royalties  from 
RSVIG-I V.  MHRI  has  no  authority  under  the  1 989  MOU  to  pay  royalties  from  RSVIG- 
IV  to  the  Director  and  Deputy  Director.  The  MOU  states  that  recommendations  for 
the  assignment  of  royalty  income  to  MHRI  personnel  can  be  made  only  by  the 
Program  Director.  The  Program  Director  (the  Assistant  Commissioner)  has  testified 
that  he  never  recommended  that  the  Director  and  Deputy  Director  receive  such 
royalties;  that  the  Director  and  Deputy  Director  never  informed  him  that  they  had 
recorded  a  patent  and  assigned  it  to  MHRI;  and  that  he  and  DPH  object  to  the  Director 
and  Deputy  Director  receiving  such  royalties. 

Medlmmune,  inc.  should  increase  RSVIG-I V  royalties  paid  to  the  State  to  10  percent: 
$49,000,000: 

The  intellectual  property  experts  retained  by  this  Office,  Bromberg  and 
Sunstein,  concluded  that  "the  Commonwealth  has  not  received  a  reasonable  royalty 
value  or  reasonable  compensation  for  production  of  the  RSVIG-I  V  product  and  that  the 
Commonwealth's  patent  has  been  misappropriated,  improperly  assigned,  and 
improperly  licensed  to  Medlmmune,  Inc."  Further,  they  concluded  that  "a  minimum 
royalty  should  be  10  percent  of  net  sales."  (See  attached  letters  dated  May  24,  1 996 
and  July  26,  1996.) 
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Medlmmune  does  not  have  a  license  from  the  Commonwealth  to  make  or  sell  RSVIG- 
IV  under  the  product  license  issued  to  the  Commonwealth  by  the  FDA.  What  MHRI 
licensed  to  Medlmmune  in  the  RSV  License  Agreement,  was  the  right  to  sell  products 
under  MHRI's  government  licenses.  Nothing  in  the  RSV  License,  Research  or  Supply 
Agreements  granted  Medlmmune  the  right  to  sell  products  under  the  RSVIG-IV 
product  license  issued  to  the  Commonwealth  by  the  FDA. 

In  this  Office's  view,  an  additional  net  present  value  payment  by  Medlmmune 
to  the  State  of  approximately  $49  million  dollars,  in  addition  to  the  State  retaining  all 
other  rights  set  forth  in  the  existing  RSV  License  Agreement,  would  begin  to 
compensate  the  Commonwealth  for  its  rights  in  RSVIG-IV.  Under  this  arrangement, 
the  State  would  continue  to  manufacture  RSVIG-IV  in  Massachusetts.  If  Medlmmune 
wishes  to  buy  out  the  State's  manufacturing  option  under  the  RSV  Supply  Agreement, 
this  arrangement  would  result  in  a  separate  an  incremental  payment  to  the  State. 

Medlmmune  repayment  to  the  State  of  unreimbursed  State  manufacturing  expenses: 
$3,000,000: 

The  1989  MOU,  Section  IV. A. (2)  required  MDPH/MPHBL  to  reimburse 
MDPH/MPHBL  for  "any  Commonwealth  of  Massachusetts  resources  used  for  the 
Project."32  According  to  accounting  records  provided  to  this  Office  by  DPH,  the  State 
has  not  received  full  reimbursement  for  all  of  its  direct  and  indirect  costs  from  MHRI 
and  Medlmmune.  According  to  the  five  documents  entitled  "MPHBL  Cost  Accounting 
Summary,"  provided  to  this  Office  by  DPH,  the  State  had  direct  manufacturing 


Section  IV.A.(2)  of  the  1989  MOU  states,  "MDPH/MPHBL  shall  be  responsible  for  accounting 
for  any  Commonwealth  of  Massachusetts  resources  utilized  for  the  Project."  MHRI  shall  reimburse 
MDPH/MPHBL  for  such  expenses  annual,  within  30  days  of  receipt  of  documentation  of  such 
expenses,  by  depositing  a  check  in  MDPH's  Center  for  Disease  Control  revenue  account."  The 
"Project"  is  the  "Biologies  Products  Research  Program"  referred  to  Section  I.  of  the  1989  MOU. 
MPHBL,  using  MHRI  as  its  fiscal  and  administrative  agent,  manufactured  CMVIG-IV  for  sale  by  the 
American  National  Red  Cross  Blood  Services-New  England  Region  (NERC)  and  by  Medlmmune  and 
Varicella  Zoster  Immune  Globulin  (VZIG)  another  biologic  product  developed  at  MPHBL,  for  national  sale 
by  the  American  National  Red  Cross  Blood  Services,  under  this  research  program. 
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expenses  of  $6,643,049,  for  all  MPHBL  products  from  FY  1990  through  FY  1995. 
In  addition  to  the  State's  direct  costs,  the  "MPHBL  Cost  Accounting  Summary" 
describes  several  additional  categories  of  indirect  costs,  listed  as  "MPHBL  ICA", 
"MHRI  ICA"  and  "SLI  ICA,"  as  follows: 

MPHBL  Cost  Accounting  Summary  FY'90  -  FY-96 
(as  submitted  to  this  Office  by  DPH) 

TOTAL 
EXPENSES 


(MHRI  +  State) 

MHRI 

STATE 

MANUF  DIRECT  COSTS 

32,707,340 

26,064,291 

6,643,049 

MPHBL  ICA  (Indirect  Cost  Adj.) 

6,909,438 

6,787,887 

121,552 

MANUF  COSTS 

39,616,778 

32,852,178 

6,764,601 

MHRI  ICA  (Indirect  Cost  Adj.) 

3,613,740 

3,613,740 

0 

SLI  ICA  (Indirect  Cost  Adj.) 

5,057,920 

5,057,920 

0 

TOTAL  MFG  COST 

48,288,438 

41,523,838 

6,764,601 

The  cost  accounting  entries  entitled  "MPHBL  ICA"  (MPHBL  indirect  cost 
allocation)  amounted  to  $6,909,428  from  FY-90  to  FY-95.  "SLI  ICA"  (State 
Laboratory  Institute  indirect  cost  allocation)  entries  amounted  to  $5,057,920  over  the 
same  period.  As  the  MPHBL  Cost  Accounting  Summary  indicates,  a  large  majority  of 
the  "MPHBL  ICA"  and  "SLI  ICA"  indirect  costs  have  been  accounted  for  as  MHRI 
expenses.  This  Office's  review  of  these  and  other  documents  indicate  that  MHRI 
retained  revenue  for  itself  as  "MPHBL  ICA"  in  excess  of  the  1 1  %  overhead  rate 
authorized  by  the  Commissioner  in  the  1989  MOU. 

This  Office's  review  of  an  October  16,  1995  document  entitled  "SLI  Revenue 
Account,"  provided  to  this  Office  by  DPH,  indicates  that  MHRI  credited  a  total  of 
$4,383,574  in  revenues  as  "%  of  Revenue  for  SLI  Share"  to  reimburse  the  MPHBL 
for  its  expenses.  This  appears  to  represent  less  than  full  reimbursement  of  the  State's 
direct  and  indirect  costs.  MPHBL  submitted  additional  invoices  to  MHRI  requesting 
reimbursement  for  a  relatively  small  amount  of  money,  $192,912,  for  use  of  State 
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resources  over  a  six  year  period  from  FY  1990  through  FY  1995. 


Neither  Medimmune  or  MHRI  paid  the  Commonwealth's  General  Fund  any  rent 
for  its  use  of  37,840  square  feet  of  SLI/MPHBL  laboratory  and  office  space,  utilities 
(e.g.,  heat,  electricity),  property  insurance,  general  administrative  expenses,  security 
or  depreciation  during  the  entire  six  year  period.  While  the  Commonwealth  will 
receive  the  depreciated  value  of  manufacturing  equipment  installed  for  the 
Medimmune  contracts  at  the  conclusion  of  these  agreements,  the  value  of  that 
depreciated  equipment  does  not  approximate  the  value  of  the  Commonwealth's 
contribution.  Furthermore,  Medimmune  deducted  seventy  percent  of  the  cost  of  the 
equipment  that  it  paid  to  have  installed  from  royalties  on  one  of  MPHBL's  drugs, 
CMVIG-I V.  In  order  to  calculate  what  Medimmune  owes  the  Commonwealth  for  its 
costs,  and  what  MHRI  owes  the  Commonwealth,  the  State  must  conduct,  a  complete 
audit.  This  Office  estimates  that  approximately  $6  million  in  additional  reimbursement 
is  due  the  Commonwealth  from  Medimmune.  A  document  entitled  "Estimated  FY- 
1994  Cost  Analysis"  provided  to  this  Office  by  DPH  indicates  that  MHRI  has  born  a 
disproportionately  small  share  of  overhead  costs  at  the  State  Laboratory  Institute. 
The  following  examples  from  that  document  demonstrates  that  the  Commonwealth 
has  incurred  millions  of  dollars  in  unreimbursed  indirect  expenses. 

FY  94  Estimated  Cost 
Analysis  (a6  submitted  to  this 


Office  by  DPH) 

Total 

Total 

Total 

SLI  Cost 

State  Cost 

MHRI  Cost 

Stockroom/Receiving 

654,237 

654,237 

0 

Mailroom 

76,800 

75,000 

1,800 

Laundry 

49,400 

49,400 

0 

Print  Shop 

96,755 

96,755 

0 

Power  Plant 

401,298 

401,298 

0 

Energy/Util 

10,220,900 

10,219,000 

1,900 

Watchmen 

76,224 

76,224 

0 

Oper.  Services 

52,000 

52,000 

0 

Maintenance 

524,365 

487,377 

36,988 

Housekeeping 

223,413 

211,670 

11,742 

note:  Rent 

n/a 

n/a 

0 

Since  MHRI  utilizes  37,840  square  feet  of  the  total  242,000  square  feet  at  SLI,  and 
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since  State  law  requires  that  the  Commonwealth  be  fully  reimbursed  for  private  use 
of  public  facilities,  this  Office  recommends  that  a  complete  audit  be  conducted  to 
enable  the  Commonwealth  to  recover  from  MHRI  and  Medlmmune  full  reimbursement 
for  actual  expenses  incurred  by  the  Commonwealth  on  Medlmmune's  behalf. 

Section  21 :  Attempts  to  Perpetuate  MPHBL's  Usefulness  and  Obscure  its 
Obsolescence 

By  the  early  1 990's,  the  Director  of  MPHBL  and  the  Deputy  Director  apparently 
recognized  that  MPHBL's  vaccines  would  be  bypassed  by  superior  products  from  the 
major  pharmaceutical  companies.  MPHBL  manufactured  one  major  product,  DTP, 
included  in  the  State's  routine  childhood  immunization  program.  This  separately 
funded  program,  within  DPH,  purchased  the  rest  of  the  childhood  vaccines,  that  the 
State  provided  free  of  charge  to  health  care  providers,  from  contracts  with  private 
pharmaceutical  companies  administered  by  CDC. 

Yet,  DPH  officials  went  to  great  lengths  in  their  presentations  to  this  Office,  the 
Legislature,  and  the  medical  community  to  exaggerate  the  importance  of  the 
continued  existence  of  "its  Biologic  Laboratory,"  as  the  re-constituted  new  "Institute 
(as  proposed  by  its  legislation),  and  to  convince  the  Legislature  and  the  public  that  the 
continued  existence  of  this  "Laboratory"  was  necessary  to  ensure  the  availability  of 
vaccines  in  the  Commonwealth.  MPHBL  had  a  laboratory  facility  for  the  manufacture 
of  vaccines,  which  was  separate  from  its  plasma  fractionation  laboratory  (i.e, 
laboratory  to  manufacture  human  plasma  derivatives  such  as  RS VIG-IV[RespiGam]  and 
CMVIG-IV[CytoGam]).  The  Commissioner  informed  the  Chairpersons  of  the  Joint 
Committee  on  Health  Care  on  March  14,  1991  that  DPH  filed  House  No.  210  (the 
Biologic  Institute)  to  ".  .  .  ensure  a  safe  and  ample  supply  of  vaccines  for  children  in 
the  Commonwealth  for  the  foreseeable  future.  .  .  " 

MPHBL  internal  documents  portrayed  a  different  motive  for  this  legislation. 
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Rather  than  attempting  to  ensure  a  safe  and  ample  supply  of  vaccines,  which  the 
State's  childhood  immunization  program  could  purchase  from  CDC  contracts,  the 
evidence  suggested  another  motive  behind  the  push  to  enact  DPH's  legislation. 
MPHBL  administrators  appeared  to  be  attempting  through  this  legislation,  which  they 
helped  to  draft,  to  convert  MPHBL  into  a  commercial  pharmaceutical  research 
company  seeded  by  State  funds,  to  ensure  not  only  their  continued  employment,  but 
also  to  allow  them  to  partake  of  royalties  which  belonged  to  the  Commonwealth.  By 
supporting  the  fiction  that  the  vaccine  production  laboratory  was  a  vital  producer  of 
vaccines  they  ultimately  deprived  the  children  of  the  Commonwealth  of  the  potentially 
improved  vaccines  readily  available  though  national  distribution. 

Because  of  technological  advancements  by  private  pharmaceutical  companies 
and  the  invention  by  them  of  break-through  "combination"  vaccines,  the  vaccine 
products  produced  by  MPHBL  for  the  past  twenty  years  were  becoming  outdated  and 
redundant.  While  other  States  purchased  their  vaccines  for  those  adults  and  children 
who  are  eligible  for  free  immunization  from  the  CDC  contracts,  MPHBL  continued  to 
manufacture  DTP  and  its  derivatives,  DT  and  Td.  The  Assistant  Commissioner 
acknowledged  in  a  November  1995  memorandum  that  MPHBL  had  been  by-passed 
by  private  sector  companies: 

"Beginning  in  1996,  the  Department  will  have  to  phase  out  its 
Biologic  Laboratory  unless  it  is  able  to  forge  public-private 
partnerships.  Although  our  Biologic  Laboratory  has  had  a 
remarkable  history  protecting  children  against  infectious  diseases, 
the  rapid  changes  in  how  children's  vaccines  are  made  require 
public  sector  vaccine  producers  to  form  partnerships  to  trade 
technology  so  that  their  vaccine  products  achieve  state-of-  the-art 
standards." 

MPHBL  personnel  apparently  persuaded  the  physician  who  directs  the  State's 
childhood  immunization  program  (i.e.,  the  Massachusetts  Immunization  Program  or 
MIP)  not  to  distribute  break-  through  combined  drugs  (i.e.,  Tetramune  and  ACT-HI B), 
which  protected  children  against  diphtheria,  tetanus,  and  whooping  cough  as  well  as 
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influenza,  for  the  past  two  years.  The  former  Director  of  MPHBL  denied  to  this  Office 
that  he  had  influenced  the  Director  of  the  MIP  not  to  purchase  a  combination  DTP-HIB 
product  from  CDC.  The  evidence  suggests  otherwise.  This  DPH  administrator  told 
this  Office  in  April  1 995  that  she  had  consulted  the  MPHBL  Director  in  regard  to  MIP's 
purchase  of  this  product,  and  as  a  result,  had  decided  not  to  purchase  the  new  drug. 
MPHBL's  continued  production  of  vaccines  delayed  the  phase-out  of  MPHBL  and 
thereby  allowed  its  administrators  time  to  advocate  for  the  establishment  of  a  new 
quasi-independent  public  entity.  Documents  reviewed  by  this  Office  in  1 995  indicated 
that  State  funds  supported  ten  full-time  equivalent  employees,  mainly  in  vaccine 
production,  quality  control,  and  distribution.  MHRI,  through  its  contracts  and  grants 
supported  111  non-State  full  time  equivalent  positions  at  MPHBL. 

This  quasi-independent  agency,  undertheir  proposal,  would  have  gained  control 
over  valuable  State  assets,  MPHBL's  FDA  Establishment  License,  and  its  plant,  which 
included  an  updated  plasma  fractionation  laboratory  facility. 

MPHBL  used  the  continued  manufacture  of  DTP  and  its  related  products  as  the 
major  justification  for  its  continued  existence.  This  decision  appeared  to  be  one  of 
self-interest.  There  is  compelling  evidence  to  suggest  that  DPH's  decision  to  produce 
an  outdated  vaccine,  DTP,  and  not  to  distribute  the  "combined"  vaccine,  DTP-HIB  was 
not  in  the  best  interest  of  the  State  and  its  children.  DPH 

attempted  to  convince  the  public  and  the  Legislature  of  the  cost  effectiveness  of  using 
the  State's  own  DTP,  providing  figures  to  this  Office  and  to  the  Legislature  which 
purportedly  demonstrated  that  it  was  cheaper  to  manufacture  DTP  than  to  purchase 
it  off  federal  CDC  contracts.  The  MPHBL  Director,  however,  acknowledged  to  this 
Office  in  April  1995,  that  the  cost  of  manufacture  of  DTP,  compared  to  the  purchase 
price  from  the  Federal  contracts  was  a  "wash."  He  told  this  Office  that  the  last  time 
the  State  saved  money  manufacturing  DTP  was  in  the  1980's.  Thus,  MPHBL 
deprived  private  physicians  and  their  patients  of  the  right  to  receive  free  DTP-HIB 
combined  vaccine  from  the  Federal  program  and  made  available  DTP  (produced  by 
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MPHBL)  and  HIB,  purchased  from  the  CDC  separately.  This  approach  required  eight 
shots  instead  four;  resulted  in  greater  expense  to  the  parents  of  children  and  to  the 
State  Medicaid  Program  for  administration  of  four  extra  shots  and  in  greater 
discomfort  to  the  children  who  received  those  shots. 

Moreover,  this  Office's  inquiry  revealed  that  other  States  purchased  the  new 
combination  DTP-HIB  vaccine  from  CDC,  as  an  alternative  to  DTP.  A  CDC  official  told 
this  Office  in  a  telephone  interview  in  1 995  that  the  Commonwealth  was  using  an 
"outdated"  vaccine  technology  that  would  soon  be  "outmoded."  The  new 
combination  vaccine  not  only  reduced  the  number  of  required  injections  for  children 
from  eight  to  four,  but  improved  the  chances  that  children  would  be  immunized  by 
reducing  missed  opportunities  (MO's)  that  occur  because  children  do  not  return  for  the 
fourth  injection  of  DTP.  To  avoid  MO's,  the  Federal  Government  made  combination 
vaccines  a  major  thrust  of  its  1994  "Vaccine  for  Children's  Initiative  ("VFC")";  CDC 
put  the  new  combination  DTP-HIB  vaccines  on  the  Federal  contracts;  and  appropriated 
additional  funds  to  make  vaccines  free  to  States  for  eligible  children  (e.g.,  Medicaid 
recipients). 

The  Advisory  Committee  on  Immunization  Practices  ("ACIP"),  the  American 
Academy  of  Pediatrics  ("AAP"  )  and  the  American  Academy  of  Family  Physicians 
("AAFP")  published  a  combined  immunization  schedule,  for  the  first  time  in  1995, 
which  allowed  physicians  to  give  children  both  the  fourth  inoculation  against  influenza 
and  the  fourth  inoculation  against  diphtheria  at  12  to  15  months  of  age,  thereby 
facilitating  the  use  of  a  combination  DTP-HIB  vaccine  product,  which  could  be  given 
at  15  months.  Thus,  by  withholding  both  of  the  DTP-HIB  combination  products 
licensed  by  the  FDA,  DPH  turned  its  back  on  the  new  Federal  initiative,  as  well  as 
providers's  efforts  to  improve  levels  of  immunization.  DPH  told  this  Office  in  response 
to  its  letter  dated  October  5,  1995,  that  the  agency  had  no  information  to  provide  on 
"Missed  Opportunities."  Yet  a  public  health  official  for  the  State  of  Connecticut, 
familiar  with  national  epidemiological  data,  told  this  Office  that  his  State  had  insisted 
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that  physicians  use  Tetramune.  He  said  that  Connecticut  public  health  officials 
wanted  to  reduce  the  drop-off  rate  that  occurred  when  children  received  the  fourth 
HIB  injection  at  fifteen  months  and  did  not  return  to  receive  their  fourth  DTP  injection 
at  eighteen  months  because  physicians  administered  these  vaccine  products 
separately. 

Data  provided,  in  response  to  this  Office's  request,  by  Wyeth-Ayerst 
Laboratories,  the  manufacturer  of  one  of  the  combination  DTP-HIB  vaccine  products, 
Tetramune,  revealed  the  following  statistics: 

"By  September  1993,  less  than  six  months  after  the 
introduction  of  the  product,  30  state  Medicaid  programs 
were  reimbursing  for  Tetramune,  and  by  November  1993, 
more  than  three-quarters  of  private  physicians  had  shifted 
from  use  of  separate  diphtheria  and  tetanus  toxoid  and 
pertussis  vaccine  (DTP)  and  Haemophilus  influenzae 
vaccine  type  b  (Hib)  to  the  use  of  Tetramune." 

When  this  Office  asked  the  Director  of  MIP,  whether  the  Commissioner  knew 
of  her  decision  not  to  make  either  Tetramune  or  ACT-  HIB  available  to  Massachusetts 
vaccine  providers,  she  said,  "No.  I  don't  report  to  the  Commissioner."  However,  the 
records  reviewed  by  this  Office  reveal  that  the  MIP  Director  and  her  supervisor,  the 
Director  of  DPH's  Bureau  of  Communicable  Disease  did  meet  with  the  Commissioner 
on  the  topic  of  "immunization." 

The  evidence  further  suggests  that  MPHBL  personnel  recognized  the  necessity 
to  have  the  State  biologic  laboratories  manufacture  a  combination  product  in  order  to 
justify  the  laboratory's  continued  existence.  The  former  Director  considered  the 
possibility  of  having  MPHBL,  which  was,  in  effect,  a  vendor  to  MIP,  mix  its  DTP 
product  with  a  HIB  product  that  it  was  trying  to  develop.  In  a  draft  entitled 
"Massachusetts  Public  Health  Biologic  Laboratories  Vaccine  Strategy"  dated  March 
1,  1994,  the  MPHBL  Director  stated  under  the  topic  "Mixing  Mass.  HibT  and  DTP 
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Whole  Cell  Vaccine  at  time  of  use"  the  following: 

"This  concept  was  previously  considered  and  not  pursued  because  of  the 
anticipated  complexity  of  obtaining  FDA  approval." 

"Two  factors  prompt  us  to  reconsider  this  possibility:  1 )  Merieux  has 
obtained  FDA  approval  for  mixing  its  HibT  with  Connaught's  DTP  in  the 
same  syringe.  2)  According  to  Susan  the  Director  of  MIP,  there  is 
pressure  to  have  vaccine  purchases  under  federal  contract  specify  a 
combined  DTP-Hib  vaccine." 

In  defending  his  decision  to  persuade  the  Director  of  the  MIP  to  withhold  the 
new  combination  DTP-HIB  vaccines  from  the  program,  the  Director  asserted  that 
MPHBL's  DTP  product  was  less  reactive  than  the  DTP  included  in  the  combination 
vaccine  products  manufactured  by  commercial  manufacturers.  The  FDA  does  not 
permit  manufacturers  to  make  claims  about  the  superiority  their  product  unless  they 
have  provided  scientific  data  to  the  FDA  which  reviews  these  claims  for  their  veracity. 
MPHBL  never  submitted  such  documents  to  the  FDA. 

This  Office  found  that  MPHBL  administrators  were  using  the  State's  vaccine 
production  laboratory,  through  contracts  between  MHRI  and  third  parties,  to  make 
products  to  compete  in  the  commercial  marketplace  with  products  already  made  by 
private  pharmaceutical  companies.  The  Legislature  did  not  create  MPHBL  to  act  as 
an  international  pharmaceutical  company  to  compete  in  an  industry  characterized  by 
high  risk,  high-capital  requirements,  long  developmental  lead  times,  and  product 
liability.  Why  has  MPHBL  attempted  to  develop  copy-cat  vaccines  to  those  of  other 
commercial  manufacturers  such  as  its  own  version  of  HibT,  when  the  MIP  purchases 
such  a  product  from  a  private  pharmaceutical  company  at  a  discount  through  federal 
CDC  contracts,  and  its  own  DTP  with  an  Acellular  Pertussis  component,  which,  as 
expected,  the  FDA  licensed  Connaught  to  distribute  this  product  in  1996.  These 
efforts  to  develop  vaccines  which  compete  with  readily  available  commercial  products 
were  carried  out  under  the  facade  that  the  continued  existence  of  MPHBL  was 
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necessary  to  the  continued  operation  of  the  State's  childhood  immunization  program. 
Vaccine  production  was  the  only  activity  of  MPHBL  directly  related  to  DPH's  primary 
mission,  acknowledged  by  the  Director  in  an  August  1989  internal  memorandum  ,  of 
preventing  communicable  diseases.  The  other  blood  plasma  products  which  had 
become  the  main  focus  of  MPHBL's  administrator's  activities  were  secondary  to  this 
mission.  The  immunoglobulins  were  lucrative  products  that  had  the  potential  to  yield 
substantial  profits  to  MHRI  and  its  employees  and  which  were  intended  for  national 
and  international  distribution.  They  were  not  vaccines. 

Yet  DPH  repeatedly  argued  to  the  Legislature  that  a  "public  private  partnership" 
was  needed  to  "ensure  a  safe  and  ample  supply  of  vaccines."  Their  actions,  however, 
were  not  directed  to  that  purpose  but  instead  to  assisting  private  corporations  in 
commercial  enterprise. 

MPHBL's  "draft  Business  Plan,"  dated  December  1994,  for  the  proposed  new 
"Institute,"  stated  that  the  reconstituted  laboratory  would  be  manufacturing  both  of 
the  laboratory's  copycat  products,  HibT  and  Acellular  Pertussis,  when  licensed  by  the 
FDA,  for  a  market  limited  to  Massachusetts.  This  "Business  Plan"  stated  that  the 
competition  was  too  great  from  commercial  pharmaceutical  companies  who  made  the 
product  for  other  States  to  buy  the  Massachusetts  produced  vaccines.  However, 
MPHBL's  administrators  stood  to  garner  royalties  from  MHRI's  licensing  agreement 
with  the  Swiss  Serum  Vaccine  Research  institute  to  develop  these  products  for 
international  sale  because  of  a  provision  in  the  new  operating  agreement  between 
MHRI's  subsidiary,  OBI,  and  MPHBL,  that  the  Commissioner  signed  in  January  1996. 
Until  DPH  amended  this  agreement  in  April  1 996,  following  the  letter  from  this  Office, 
MHRI/OBI  employees  were  eligible  to  receive  up  to  15  percent  of  the  royalties  from 
products  resulting  from  non-patented  research  to  which  they  had  made  "major 
contributions." 


Section  22:  The  Role  of  the  Orphan  Biologies  Institute  (OBI) 
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The  documents  reviewed  by  this  Office  indicated  that  MPHBL  administrators 
deliberately  misrepresented  the  reason  for  the  urgency  to  gain  passage  of  DPH's 
legislative  proposal  to  create  a  quasi-independent  public  entity.  While  these  officials 
claimed  that  immediate  action  was  required  to  free  the  State's  vaccine  program  of 
regulatory  restrictions  to  meet  the  challenges  of  the  future,  MPHBL  documents 
indicate  that  this  legislation  was  necessary  to  insure  that  MHRI  (and  thereby  the 
Director  and  the  Deputy  Director)  received  patent  royalties  from  Medlmmune's  sales 
of  RSVIG-IV.  The  key  element  of  DPH's  bill  was  the  transfer  of  MPHBL's  FDA 
Establishment  License,  its  product  licenses  (including  CMVIG-IV  and  RSVIG-IV),  and 
its  manufacturing  capability  to  the  new  institute.  The  new  institute  would  have  been 
able  to  supply  RSVIG-IV(RespiGam)  to  Medlmmune,  rather  than  to  MHRI,  thereby 
solving  an  IRS  Code  roadblock  concerning  distribution  of  royalties  to  non-profit 
entities. 

In  a  January  18,  1995  internal  memorandum,  the  MPHBL  Director  stated  that 
enactment  of  DPH's  proposed  legislation  was  needed  to  permit  MPHBL  (the  sole 
licensed  manufacturer)  to  produce  RSVIG-IV  (the  drug  in  which  the  Director  and  the 
Deputy  Director  had  a  financial  interest)  on  a  large  scale  for  nationwide  sales  by 
Medlmmune,  beginning  in  January  1996.  The  memorandum  stated  that  he  expected 
"prompt  approval"  by  the  FDA  of  this  drug  in  December  1995,  if  recently  completed 
trials  demonstrate  its  efficacy.  Without  expeditious  passage  of  this  legislation,  the 
purposeful  and  complex  structure  of  the  legal  arrangement  among  the  parties  would 
be  thwarted.  Specifically,  MHRI  would  be  prevented  from  receiving  its  royalties  from 
the  sale  of  RSVIG-IV  and  CMVIG-IV  and  the  MPHBL  Director  and  the  Deputy  Director 
would,  thus,  not  be  able  to  receive  their  share,  up  to  30  percent  of  MHRI's  royalties 
from  Medlmmune's  sale  of  RSVIG-IV.  The  central  problem  for  MHRI,  the  MPHBL 
Director  and  the  Deputy  Director,  was  that  the  projected  royalties  were  so  great  that 
they  would  have  disqualified  MHRI's  non-profit  status  with  the  IRS.  Profits  from  the 
manufacture  of  drugs  is  an  unrelated  business  activity  for  MHRI  whose  articles  of 
organization  state  that  it's  mission  as  a  corporation,  is  to  assist  DPH  and  other  human 
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service  agencies  to  enhance  their  sources. 

Therefore,  unless  the  RSVIG-IV  supply  and  manufacturing  agreements  could  be 
restructured  so  as  not  to  pass  through  MHRI  (as  DPH's  legislation  facilitated),  royalty 
payments  could  not  be  made  to  MHRI.  According  to  a  memorandum  from  the  MPHBL 
Director  to  the  Assistant  Commissioner  on  January  18,  1995,  because  the  supply 
agreement  involves  the  sale  of  a  manufactured  product,  and  because  the  gross 
projected  annual  revenues  would  represent  a  substantial  proportion  of  MHRI's  total 
revenues,  MHRI  may  risk  its  status  as  a  not-for-profit  entity  if  it  enters  a  supply 
agreement  directly. 

The  MPHBL  Director's  memorandum  cites  only  two  options  to  solve  this 
problem:  1)  passage  of  DPH's  legislative  proposal  which  would  allow  the  new 
quasi-independent  public  institute  to  manufacture  RSVIG-IV  directly  for  Medlmmune 
(thereby  allowing  Medlmmune  to  make  its  profit  and  pay  royalties  to  MHRI,  the 
Director  of  MPHBL  and  the  Deputy  Director);  or  2)  permit  MHRI  to  supply  RSVIG-IV 
to  Medlmmune  through  a  nonprofit  OBI,  subsidiary  that  it  established  several  years 
ago.  In  this  case,  MPHBL  would  have  to  agree  to  manufacture  RSVIG-IV  directly  for 
this  subsidiary. 

The  first  option  (enactment  of  DPH's  legislative  proposal)  would  have  solved 
the  problem  completely.  The  second  option,  (i.e.,  the  use  of  OBI  as  an  intermediary), 
which  appeared  to  be  MPHBL  officials'  and  MHRI's  officials'  contingency  plan  if  the 
Legislature  did  not  enact  DPH's  bill,  House  No.  5630  (formerly  House  No.  210)  had 
problems  for  several  reasons:  1)  once  RSVIG-IV  royalties  were  paid  to  OBI,  the  IRS 
could  view  OBI  as  no  more  than  a  shell  established  to  avoid  federal  taxation;  2) 
MPHBL  would  have  had  to  transfer  control  of  its  FDA  Establishment  License  to 
manufacture  drugs  and  its  facilities  to  OBI  and  allow  it  to  manufacture  RSVIG-IV  in 
an  arrangement  which  would  require  "extensive  restructuring  of  the  relationship 
between  DPH,  MHRI,  and  FDA." 
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DPH's  legislative  proposal  would  have  circumvented  this  problem 
instantaneously.  House  No.  5630  would  have  given  exclusive  use  of  MPHBL's  FDA 
Establishment  license  to  the  proposed  institute,  all  of  its  product  licenses  and  its  plant 
to  the  new  quasi-independent  entity.  If  the  Legislature  had  passed  that  bill,  the  new 
institute  would  have  owned  the  sole  FDA  manufacturing  license  to  RSVIG-IV  and 
could  then  have  simply  signed  a  so-called  supply  agreement  directly  with  Medlmmune 
This  would  have  allowed  the  MPHBL  Director's  and  the  Deputy  Director's  current 
royalty  arrangement  to  have  proceeded  as  planned. 

The  evidence  suggests  that  MPHBL's  administrators  implemented  a  strategy 
with  MHRI  and  Medlmmune  officials:  1)  to  make  OBI  operational  as  a  shell 
organization,  not  only  with  the  apparent  intent  of  evading  the  restrictions  in  DPH's 
enabling  legislation  on  out-of-state  sale  of  its  products,  but  for  the  purpose  of 
receiving  royalties  from  RSVIG-IV  and  CMVIG-IV  which  would  otherwise  disqualify 
MHRI  as  a  nonprofit  entity;  and  2)  misrepresented  to  the  IRS  the  purpose  for  which 
OBI  was  created.  IRS  regulations  do  not  allow  non-profit  research  entities  to  a)  grant 
exclusive  licenses  unless  no  alternative  means  is  available  to  get  the  drug  to  market, 
or  b)  to  manufacture  drugs  themselves  unless  no  other  entity  is  willing  to  do  so.  The 
documents  reviewed  by  this  Office  suggest  that  the  Deputy  Director  of  MPHBL 
collaborated  with  the  Executive  Director  of  MHRI  to  draft  Form  1023  to  attempt  to 
convince  the  IRS  that  OBI  was  the  only  entity  willing  to  manufacture  RSVIG-IV 
(RespiGam)  and  that  this  drug  had  only  minimal  commercial  value.  Medlmmune  had 
already,  in  1989,  estimated  the  drug's  volume  at  200,000  doses  per  year  which 
would  result  in  annual  sales  of  $95.8  million  at  its  1996  cost  per  vial.  Furthermore, 
MPHBL  was  willing,  able  and  already  manufacturing  the  drug;  therefore,  OBI  was  not, 
in  fact,  the  only  entity  willing  to  manufacture  the  product. 

Therefore,  MHRI's  argument,  reflected  in  its  draft  Form  1023,  to  the  IRS 
contained  two  glaring  misrepresentations,  which  the  facts  contradicted.  First,  MHRI 
stated  that  OBI  intended  to  grant  exclusive  licenses  only  for  drugs  which  did  not 
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generate  enough  profits  for  distributors  to  be  able  to  compete  with  other  licensed 
distributors  (when,  in  fact,  MHRI  planned  in  advance  to  use  OBI  to  grant  exclusive 
license  to  Medlmmune  for  RS VIG-I V,  a  drug  with  a  $300  million  market  according  to 
industry  analysts).  Second,  MHRI  stated, 

"Currently,  no  other  organization  is  manufacturing,  nor  has 
expressed  any  interest  in  manufacturing,  the  orphan  drugs 
which  OBI  expects  to  develop.  .  .  .  Unless  OBI  produces 
them,  the  orphan  drugs  will  not  be  available  to  the  public." 

This  statement  is  contradicted  by  the  facts  that  MHRI,  MPHBL,  and 
Medlmmune  planned  in  advance  to  use  OBI  to  manufacture  and  supply  Medlmmune 
with  RSVIG-IV,  knowing  full  well  that  MPHBL  was  ready,  willing  and  able  to 
manufacture  RSVIG-IV.  The  participation  of  MPHBL  officials  in  this  manner  is 
suggestive  of  improper  activity  by  one  government  agency  (MPHBL)  acting  in 
conjunction  with  a  private  company  (MHRI  and  OBI)  to  deceive  another  government 
agency  (the  IRS). 

Section  23:  The  Director  of  MPHBL's  Efforts  to  Promote  Legislation  to  Transfer 
MPHBL  to  a  Quasi-Independent  Public  Institute  and  to  Transfer  Valuable  State  Assets 
to  this  New  Institute  Including  the  State's  FDA  Laboratory  License.  FDA  Product 
Licenses,  and  Other  Intellectual  Property 

Documents  reviewed  by  this  Office  revealed  that  the  MPHBL  Director,  who  had 
a  direct  financial  interest  in  RSVIG-IV,  because  of  his  patent  application,  had 
attempted  to  garner  support  for  the  passage  of  DPH's  earlier  legislation,  House  No. 
5007,  submitted  in  1993  to  establish  the  "Massachusetts  Biologic  and  Laboratory 
Sciences  Institute."  He  wrote  to  his  colleagues,  on  Department  of  Public  Health 
stationery,  on  November  1,  1993,  urging  them  to  send  a  "letter  of  support"  for  this 
legislation  to  the  Chairman  of  the  House  Committee  on  Ways  and  Means  and  enclosed 
"some  background  materials."  The  successor  to  this  bill,  which  did  not  pass,  House 
No.  5630  of  1995,  would  have  legitimated  the  activities  of  these  State  officials.  This 
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legislation  would  also  have  required  the  Commonwealth  to  have  given  up  its 
proprietary  interest  in  RSVIG-IV,  as  well  as  other  biologic  products  developed  by 
MPHBL,  and  would  have  permitted,  in  effect,  the  give  away  of  a  valuable  asset,  the 
State's  FDA  Establishment  License  (#64)  awarded  in  1951  to  manufacture  drugs. 

So  anxious  were  the  administrators  of  MPHBL  for  the  passage  of  their 
legislation  that  they  allowed  DPH  to  send  information  to  the  Legislature  which 
misrepresented  the  potential  income  to  the  new,  proposed  institute. 

According  to  documents  reviewed  by  this  Office,  the  Director  of  MPHBL  and 
the  Deputy  Director  had  expected  to  become  the  "Scientific  Director"  and  the 
"Operations  Director"  of  the  new  institute  once  it  was  created. 

Section  24:  DPH's  Failure  to  Inform  the  Legislature  of  Medlmmune's  Proposal  To 
Manufacture  RSVIG-IV  and  CMVIG-IV  in  its  own  Plant  Outside  of  Massachusetts 

The  DPH  Commissioner's  letter  dated  March  14,  1995  to  the  Senate  Chairman 
of  the  Joint  Committee  on  Health  Care,  contained  an  excerpt  from  MPHBL's  1994 
"draft  Business  Plan."  This  Office  was  told  that  this  business  plan  had  been  drafted 
at  the  request  of  the  Governor's  Office.  The  balance  sheet  contained  in  Attachment 
B  stated  that  the  estimated  manufacturing  revenues  for  the  new  Institute  were  $44.2 
million  over  a  five-year  period  from  the  production  of  RSVIG-IV(RespiGam),  as  well  as 
CMVIG-IV(CytoGam)  for  Medlmmune.  This  estimate  represented  53.2  percent  of  the 
projected  income  over  this  time  period  for  the  proposed  institute,  suggesting  that  it 
would  be  self-supporting  and  not  require  a  legislative  appropriation.  An  agenda  from 
a  monthly  meeting  between  Medlmmune  officials  and  MPHBL  officials  at  MPHBL, 
dated  February  1 995,  included  a  discussion  of  Medlmmune's  proposal  to  manufacture 
CMVIG-IV  and  RSVIG-IV  at  its  own  plant  out  of  State.  By  the  Spring  of  1995, 
Medlmmune  had  made  its  intention  to  manufacture  out  of  state  clear.  Its  1994  Annual 
Report  to  its  shareholders  stated  that  it  planned  to  consolidate  the  manufacture  of  its 
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products,  including  RSVIG-IV(RespiGam)  and  CMVIG-IV(CytoGam),  at  its  own  plant. 

The  documents  reviewed  by  this  Office  reveal  that  in  July  1995,  negotiations 
were  on  again  between  Medlmmune's  President  and  the  MPHBL  Director  and  the 
Deputy  Director  to  move  the  manufacture  of  RSVIG-IV(RespiGam)  and 
CMVIG-I V(CytoGam)  out  of  the  State.  Additionally,  documents  revealed  that  a  lump 
sum  offer  to  MHRI  of  $5  million  was  being  entertained,  in  return  for  having  MPHBL 
waive  its  rights  to  manufacture  these  products  in  Massachusetts. 

DPH,  however,  never  told  the  Legislature  of  this  pending  move  and  it  was  only 
revealed  to  the  Legislature  and  to  the  public  in  February  1 996  through  a  Boston  Herald 
news  article.  The  Commissioner  of  DPH  told  this  Office  that  he  did  not  realize  that  his 
communication  to  the  Legislature  had  represented  that  the  proposed  institute  would 
receive  manufacturing  revenues  form  RSVIG-I V  and  CMVIG-I  V  for  the  next  five  years. 
He  stated  that  he  thought  only  royalties  from  the  sales  of  these  products  had  been 
mentioned  since  this  is  all  he  referred  to  in  his  letter  to  the  Legislature. 

The  MPHBL  Director  and  the  Deputy  Director  negotiated  with  Medlmmune  to 
have  the  company  make  a  lump  sum  payment  of  $5  million  for  RSVIG-IV  and  CMVIG- 
IV  to  MHRI  in  return  for  MPHBL's  agreement  to  waive  its  right  to  manufacture  both 
products  in  Massachusetts.  The  Director  and  the  Deputy  Director  attempted  to 
negotiate  this  deal  without  informing  DPH  of  their  personal  interest. 

Just  how  Medlmmune  planned  to  takeover  the  FDA  product  licenses  to 
manufacture  RSVIG-IV  and  CMVIG-IV  is  unclear.  MPHBL  held  the  only  product 
licenses  for  these  two  drugs  and  had  the  only  manufacturing  site  approved  by  the 
FDA.  The  enactment  of  DPH's  proposed  legislation  to  create  a  quasi-independent 
institute, shielded  by  its  statutory  autonomy  from  public  view,  could  have  facilitated 
the  Medlmmune  plan  to  manufacture  these  products  for  national  and  international  sale 
in  its  own  facility  in  Maryland  or  Ohio. 
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V.  Recommendations 


In  light  of  the  facts  and  circumstances  described  in  this  report,  this  Office 
recommends  the  following: 

1.  The  Commonwealth  of  Massachusetts  Office  of  the  Attorney  General, 
Department  of  Public  Health,  and  the  University  of  Massachusetts  should  take  all 
necessary  steps  to  assert  the  Commonwealth's  right  to  the  patent  on  RSV  technology 
and  to  the  corresponding  royalties  that  have  been  improperly  retained  by  MHRI,  the 
MPHBL  Director  and  Deputy  Director  and  OBI. 

2.  The  Commonwealth  of  Massachusetts  Office  of  the  Attorney  General, 
Department  of  Public  Health,  and  the  University  of  Massachusetts  should  take  all 
necessary  steps  to  assert  the  Commonwealth's  right  to  royalties  improperly  retained 
by  MHRI  from  the  sale  of  CMVIG-I V  under  the  product  license  issued  to  MPHBL  by  the 
FDA. 

3.  The  Commonwealth  of  Massachusetts  Office  of  the  Attorney  General  should 
take  all  necessary  steps  to  receive  from  Medlmmune  full  reimbursement  of  costs 
incurred  by  the  Commonwealth  for  the  private  use  of  public  facilities  during  the  term 
of  the  RSVIG-IV  agreements  and  the  CMVIG-IV  agreements. 

4.  The  Office  of  Administration  and  Finance  should  seek  to  debar  MHRI  as  a  state 
vendor.  The  following  actions  by  MHRI  constitute  grounds  for  debarment  under 
M.G.L.  c.29f  §29F; 

a.  failing  to  disclose  to  DPH  its  private  arrangements  with  the 
MPHBL  Director  and  Deputy  Director  ; 

b.  entering  into  agreements  with  the  MPHBL  Director  and  Deputy 
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Director  for  the  purpose  of  misappropriating  the  Commonwealth's  right 
to  license  products  developed  at  MPHBL; 

c.  violating  terms  of  its  contract  with  the  Commonwealth  by 
executing  agreements  without  approval  of  the  Commissioner  of  Public 
Health. 

5.  The  Office  of  Administration  and  Finance  should  seek  to  debar  Orphan  Biologies 
Institute,  (MHRI's  subsidiary),  as  a  state  vendor.  The  following  actions  by  OBI 
constitute  grounds  for  debarment  under  M.G.L.  c.29,  §29F; 

a.  failing  to  disclose  to  DPH  its  private  arrangements  with  the 
MPHBL  Director  and  Deputy  Director;  and 

b.  entering  into  agreements  for  the  purpose  of  misappropriating 
the  Commonwealth's  right  to  license  products  developed  at  MPHBL. 

6.  The  Commonwealth  of  Massachusetts  Department  of  the  State  Auditor  and  the 
Department  of  the  State  Comptroller,  working  with  this  Office,  should  immediately 
conduct  a  comprehensive  audit  and  review  of  all  financial  transactions  conducted  by 
MHRI  and  DPH  under  the  agreements  cited  in  this  report.  According  to  records 
obtained  from  DPH,  more  than  $50  million  in  revenues  have  been  paid  to  MHRI  since 
1990  as  MPHBL's  fiscal  and  administrative  agent.  Records  reviewed  by  this  Office 
indicate  that  the  Commonwealth  has  not  been  reimbursed  by  MHRI  for  as  much  as  $9 
million  in  direct  and  indirect  manufacturing  and  administrative  expenses  incurred  by 
MPHBL;  that  MHRI  has  paid  itself  more  than  $440,000  in  royalties  owed  to  the 
Commonwealth;  and  that  more  than  $1.5  million  in  other  royalties  have  not  been  paid 
by  MHRI  to  the  Commonwealth's  General  Fund  as  required  by  Article  63  of  the  State 
Constitution  and  State  finance  laws. 
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7.  The  Commonwealth  of  Massachusetts  Office  of  the  Attorney  General  should 
take  appropriate  action  to  terminate  the  Deputy  Director  of  MPHBL  for  using  her 
position  as  Deputy  Director  for  her  own  financial  gain  and  for  her  failure  to  disclose 
to  DPH  her  personal  financial  interest  in  RSVIG-IV.  [Note:  The  MPHBL  Director  has 
resigned]. 

8.  The  Massachusetts  Office  of  the  Comptroller  should  review  the  conduct  of  the 
DPH  Commissioner,  Assistant  Commissioner,  and  legal  staff  to  determine  whether 
these  officials  violated  the  Commonwealth's  finance  laws  in  the  conduct  of  events 
described  in  this  report.  In  particular,  the  Office  of  the  Comptroller  should  determine 
whether  DPH  officials  knowingly  authorized  the  receipt  and  expenditure  of  state  funds 
through  off-budget  accounts  controlled  by  MHRI  in  violation  of  state  law. 
Massachusetts  General  Laws  Chapter  7  provides  civil  penalties  for  violations  of  certain 
provisions  of  state  finance  law. 

9.  In  accordance  with  the  stated  channels  for  review  expressed  in  Chapter  334 
of  the  Acts  of  1996,  between  now  and  December  31,  1996,  the  Commonwealth 
should  take  all  steps  necessary  to  continue  to  produce  and  supply  RSVIG-IV  and 
CMVIG-IV  to  Medlmmune  under  the  product  licenses  issued  to  MPHBL  by  the  FDA. 

In  order  that  the  Commonwealth's  products  not  be  withheld  from  the  market 
place,  the  University  of  Massachusetts  should  consider  continuing  to  produce  and 
supply  these  drugs  to  Medlmmune,  without  prejudice  as  to  the  rights  of  the 
Commonwealth,  until  such  time  as  either; 

(i)  the  University  of  Massachusetts  executes  a  licensing  and 
supply  agreement  with  another  distributor  under  terms  favorable  to  the 
Commonwealth; 

(ii)  the  University  of  Massachusetts  executes  a  licensing  and 
supply  agreement  with  Medlmmune  providing  at  least  $70  million  net 
present  value  to  the  Commonwealth  in  royalties  and  other  profit  sharing 
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payments;  or 

(iii)  the  University  decides  to  supply  the  products  to  the 
marketplace  directly,  upon  the  receipt  of  approval  from  the 
Massachusetts  General  Court. 

This  Office  has  forwarded  a  copy  of  this  Report  to  the  following  agencies  for 
appropriate  action: 

1 .  The  Commonwealth  of  Massachusetts  Office  of  the  Attorney 
General  with  the  recommendation  that  the  Attorney  General  take 
appropriate  action  with  respect  to  potential  criminal  and  civil  violations 
of  state  law  as  described  in  this  report. 

2.  The  U.S.  Department  of  Justice  United  States  Attorney  for  the 
District  of  Massachusetts  with  the  recommendation  that  the  United 
States  Attorney  take  appropriate  action  with  respect  to  possible  criminal 
and  civil  violations  of  federal  law  as  described  in  this  report. 

3.  The  United  States  Securities  and  Exchange  Commission  with  the 
recommendation  that  it  take  appropriate  action  with  respect  to  possible 
disclosure  violations  in  its  registration  form,  1991  Form  S-1. 

4.  The  United  States  Department  of  Commerce  Patent  and 
Trademark  Office  with  the  recommendation  that  it  take  appropriate 
action  regarding  possible  violations  of  the  U.S.  patent  laws  pertaining  to 
the  identification  of  all  inventors  in  a  patent  application  for  RSVIG-IV. 

5.  The  United  States  Department  of  Health  and  Human  Services 
Inspector  General  with  the  recommendation  that  this  agency  take 
appropriate  action  with  respect  to  possible  regulatory  violations  regarding 
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the  Sponsor's  failure  to  disclose  the  employment  of  contracted  personnel 
to  the  FDA  under  an  application  for  the  use  of  a  new  drug,  RSVIG-IV,  in 
clinical  trials. 

6.  The  United  States  Department  of  Internal  Revenue  Service  with 
the  recommendation  that  it  take  appropriate  action  regarding  possible 
violations  of  federal  tax  law  by  the  Massachusetts  Health  Research 
Institute  and  Orphan  Biologies  Institute  pertaining  to  the  request  for  tax 
exempt  status  through  the  submission  of  Form  1023  to  the  IRS,  and 
possible  violations  pertaining  to  the  reporting  of  unrelated  business 
income  by  these  tax  exempt  organizations. 

7.  The  Commonwealth  of  Massachusetts  Department  of  Revenue 
with  the  recommendation  that  it  take  appropriate  action  regarding 
possible  violations  of  state  tax  law  by  the  Massachusetts  Health 
Research  Institute  and  Orphan  Biologies  Institute  pertaining  to  the 
reporting  of  unrelated  business  income  by  these  tax  exempt 
organizations. 

8.  The  Commonwealth  of  Massachusetts  State  Ethics  Commission 
with  the  recommendation  that  it  take  appropriate  action  regarding 
possible  violations  of  the  State  Ethics  Law  by  the  MPHBL  Director, 
Deputy  Director,  MHRI  and  OBI,  as  described  in  this  report. 

9.  The  Journal  of  Infectious  Disease  and  the  New  England  Journal  of 
Medicine  with  the  recommendation  the  editors  take  appropriate  action 
regarding  possible  violations  of  the  disclosure  requirements  of  the 
respective  scientific  journals. 
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VI.  Addendum 

Overview  of  what  the  Commonwealth  has  provided  to  Medlmmune  and  MHRI,  and 
what  the  Commonwealth  will  receive  in  return  from  Medlmmune  and  MHRI  under 
the  agreements  as  they  have  been  administered  by  MHRI: 

Five  agreements  set  forth  the  terms  of  agreement  between  Medlmmune, 
MHRI  and  MPHBL  concerning  RespiGam:  1)  an  agreement  executed  by  MPHBL  and 
MHRI  on  December  18,  1989  entitled  "Memorandum  of  Understanding";  2)  an 
agreement  executed  by  MPHBL,  MHRI,  and  MVI  (now  Medlmmune,  Inc.)  on  or 
about  January  11,  1990  entitled  "RSV  Research  Agreement";  3)  an  agreement 
executed  by  MHRI  and  MVI  on  about  January  11,  1990  entitled  "RSV  License 
Agreement";  4)  an  agreement  executed  by  MPHBL,  MHRI, and  MVI  on  or  about 
January  11,  1990  entitled  "RSV  Supply  Agreement";  5)  an  agreement  executed  by 
the  Commonwealth's  Division  of  Capital  Planning  and  Operations  and  MHRI  on 
February  20,  1991  entitled  "Use  and  Occupancy  Agreement." 

For  the  purpose  of  analyzing  whether  the  Commonwealth  will  receive 
adequate  compensation  for  its  contributions  to  Medlmmune  and  MHRI,  this  Office 
has  prepared  a  summary  highlighting  relevant  points  of  the  agreements.  This  list  is 
intended  to  provide  an  overview  of  what  the  Commonwealth  has  provided  to 
Medlmmune  and  MHRI,  and  what  the  Commonwealth  will  receive  in  return  from 
Medlmmune  and  MHRI  under  the  agreements  as  thev  have  been  administered  bv 
MHRI.  This  Office  does  not  represent  that  MHRI  has  administered  the  agreements 
in  accordance  with  the  terms  set  forth  therein.  To  the  contrary,  this  Office  has 
represented  in  this  report  that  Medlmmune  and  MHRI  have  not  administered  these 
agreements  in  accordance  with  the  terms  set  forth  therein.  This  list  attempts  to 
describe  what  Medlmmune  and  MHRI  have  and  will  receive  from  the 
Commonwealth,  and  what  the  Commonwealth  will  receive  from  Medlmmune  and 
MHRI,  as  the  agreements  have  been  administered  to  date. 

PART  1 :  A  list  of  Commonwealth  property  and  rights  given  to  Medlmmune  and 
MHRI  under  MHRI's  administration  of  the  five  agreements: 

1 .       Prior  research,  inventions,  and  know-how  re:  RSV  immunoglobulins. 
"Any  discovery,  know  how,  invention,  improvements,  development, 
trade  secret,  data  .  .  .  [concerning  "the  prevention  and  treatment  of 
RSV,  influenza  or  parainfluenza  virus  infection  by  immunoglobulin  .  .  . 
antibodies"]  created,  developed,  conceived  or  reduced  to  practice  by 
Licensor  or  its  employees  prior  to  .  .  .  term  of  agreement. "  (See 
License  Agreement).  Substantially  all  of  MPHBL's  pre- 1990  research 
on  the  prevention  and  treatment  of  RSV,  influenza  or  parainfluenza 
virus  conducted  in  the  state  laboratories  prior  to  execution  of  the 
agreements  was  made  available  to  Medlmmune.  This  research  and 
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development  included  the  development  of  RSV-IVIG,  the  invention  of 
a  proprietary  RSV  screening  method,  research  about  of 
immunoglobulin  and  monoclonal  antibodies,  isolation  techniques,  and 
other  know-how  gained  from  the  1 940s  through  1 990  at  the  state 
laboratories. 

2.  Prior  research,  inventions,  and  know-how  re:  subsequent-generation 
RSV  products,  including  RSV  monoclonal  antibodies.  The  RSV  License 
Agreement  granted  to  Medlmmune  the  right  to:  "Any  discovery,  know 
how,  invention,  improvements,  development,  trade  secret,  data  .  .  . 
[concerning  "the  prevention  and  treatment  of  RSV,  influenza  or 
parainfluenza  virus  infection  by  .  .  .  monoclonal  antibodies"]  created, 
developed,  conceived  or  reduced  to  practice  by  Licensor  or  its 
employees  prior  to  .  .  .  term  of  agreement"  (See  License  Agreement). 
Apparently,  MPHBL's  pre- 1990  research  on  monoclonal  antibodies 
was  conveyed  to  Medlmmune.  Note:  MPHBL  conducted  research  on 
monoclonal  antibodies  and  vaccines  as  early  as  1 984  which  was 
apparently  conveyed  to  Medlmmune. 

3.  Research,  inventions,  and  know-how  developed  during  term  of 
research  agreement.  Any  discovery,  know  how,  invention, 
improvements,  development,  trade  secret,  data  concerning  the 
prevention  and  treatment  of  RSV,  influenza  or  parainfluenza  virus 
infection  by  immunoglobulin  and/or  monoclonal  antibodies  created, 
developed,  conceived  or  reduced  to  practice  during  the  term  of 
agreement. 

4.  Government  approvals  and  licenses.  Medlmmune  has  been  allowed  to 
sell  RespiGam  under  government  approvals  and  licenses  issued  to 
MPHBL  (such  as  INDs,  NDAs,  orphan  drug  status  and  product 
licenses)  concerning  the  prevention  and  treatment  of  RSV,  influenza  or 
parainfluenza  virus  infection  by  immunoglobulin  and/or  monoclonal 
antibodies  created,  developed,  conceived  or  reduced  to  practice  prior 
to  and  during  term  of  agreement.  Phase  ll/lll  clinical  trials  for  RSV- 
IVIG  had  begun  in  1 989  prior  to  execution  of  the  agreements. 

5.  Right  to  use  methods  to  manufacture.  Right  for  Medlmmune  to  use 
any  method,  process  or  procedure  which  can  be  used  in  or  for  the 
manufacture,  use  or  sale  of  RSV-IVIG  or  any  other  product, 
composition,  chemical,  machine,  apparatus,  etc.  which  incorporates 
or  utilizes  discovery,  know  how,  invention,  improvements, 
development,  trade  secret,  data  concerning  the  prevention  and 
treatment  of  RSV,  influenza  or  parainfluenza  virus  infection  by 
immunoglobulin  and/or  monoclonal  antibodies  created,  developed, 
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conceived  or  reduced  to  practice  prior  to  or  during  the  term  of 
agreement. 

6.  Non-compete  during  term  of  supply  agreement.  Agreement  that 
Supplier  (MHRI  and  MPHBL),  during  the  term  of  the  RSV  Supply 
Agreement,  would  not  supply  of  RSV  hyperimmune  globulin  products 
to  any  other  person  or  entity  and  would  not  compete  and/or  not 
directly  or  indirectly  aid  or  assist  or  provide  services  to  any  person  or 
entity  which  would  enable  such  person  to  compete  with  Medlmmune 
with  MVI  in  sale  of  RSV  hyperimmune  globulin  products  outside  of 
Massachusetts  and  Maine.  Note:  the  term  of  RSV  Supply  Agreement 
began  on  August  1 ,  1 989  and  continued  for  the  entire  period  that  the 
product  was  under  clinical  investigation  with  an  option  for  the 
Supplier  to  extend  the  present  period  for  up  to  ten  (10)  years  from  the 
time  of  FDA  licensure. 

7.  Patent  rights.  Right  for  Medlmmune  to  use  proprietary  patent  (in  draft 
at  time  of  agreement)  related  to  manufacture  of  RSV-IVIG.  See 
Bromberg  and  Sunstein  letter  of  7/22/96. 

8.  Manufacture  RSVIG-IV  at  cost.  Agreement  by  MPHBL  and  MHRI  to 
manufacture,  test  and  package  RSV-IVIG  for  MVI  at  cost  during  term 
of  RSV  Supply  Agreement. 

9.  Use  of  state-owned  facilities  and  eouipment  for  manufacturing. 
37,840  square  feet  of  MPHBL's  state-owned  laboratory  facilities, 
(including  FDA  "good  manufacturing  practices"  designation),  office 
space  and  existing  office  and  laboratory  equipment  facilities  for 
development  and  manufacturing. 

10.  Use  of  MPHBL  FDA  facility  license. 

1 1 .  Use  of  MPHBL's  product  license. 

12.  Most  indirect  costs  not  reimbursed.  Cost  of  cleaning,  heating, 
electricity,  building  maintenance,  equipment  maintenance,  trash 
removal,  snow  removal,  and  security  of  state-owned  laboratory 
facilities,  office  space  and  existing  office  and  laboratory  equipment. 

13.  Commonwealth  allowed  its  facilities  to  be  renovated.  Agreement  to 
allow  the  Commonwealth's  biologic  laboratory  building  to  be 
renovated  for  RSV-IVIG  production  (with  a  portion  -  approximately  2/3 
-  of  equipment  costs  deducted  from  Commonwealth's  share  of  the 
royalties). 
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14.  Use  of  time  and  efforts  of  MPHBL  staff.  MPHBL  director,  deputy 
director,  scientists  and  technicians  (including  lost  opportunity  costs) 
for  conduct  of  national  clinical  trials,  production  and  manufacturing  of 
RSV-IVIG. 

15.  Commonwealth's  liability.  MPHBL  was  liable  for  claims  of  negligence 
in  the  manufacture  and  sale  of  RSV-IVIG.  Commonwealth's  Tort 
Claims  Act  indemnified  manufacture  and  use  of  RSV-IVIG  during 
clinical  trials. 

16.  Access  to  plasma  products.  Use  by  Medlmmune  of  Commonwealth's 
access  to  plasma  products  under  pre-existing  and  continuing  contracts 
between  Commonwealth  and  third  parties  suppliers.  MPHBL's 
procedures  in  regard  to  handling  of  blood  products  meet  the 
requirements  of  CFR  21,  subchapter  F,  part  600-640. 


PART  2:  A  list  of  what  the  Commonwealth  will  receive  from  Medlmmune  and 
MHRI  under  MHRI's  administration  of  the  five  agreements: 

1 .       Commonwealths  share  of  royalties. 

Royalties  on  MPHBL  inventions.  Under  the  1989  MOU,  the 
Commonwealth  receives  all  royalties  and  licensing  fees  paid  by 
Medlmmune  to  MHRI  except  in  the  case  where  the  royalties  resulted 
from  licensure  by  MHRI  of  technology  developed  by  MHRI  personnel 
during  the  term  of  the  project.  For  its  services,  MHRI  retains  an 
amount  equal  to  1 1  %  of  the  total  cost  of  the  project  (under  Exhibit 
II. B.  of  the  1989  MOU,  royalties  are  not  included  as  part  of  "total  cost 
of  the  project). 

Royalties  from  MHRI  inventions  during  term  of  Project.  The  1989 
MOU  between  MHRI  and  MPHBL  provided  that:  "[a]ny  revenues  in  the 
form  of  royalties  or  other  payments  made  to  MHRI  as  a  result  of 
licensure  by  MHRI  of  technology  developed  by  MHRI  employees 
during  the  term  of  the  Project  shall  be  accounted  for  separately  and 
shall  not  be  treated  as  Project  revenues."  (MOU,  s.lV(B)).  Royalties 
and  other  payments  made  to  MHRI  as  a  result  of  licensure  by  MHRI  of 
technology  developed  by  MHRI  employees  during  the  term  of  the 
Project  is  to  be  distributed  as  follows: 

(i)  10%  will  be  paid  to  the  General  Fund  of  the  Commonwealth 
to  acknowledge  the  efforts  of  the  State  in  this  collaboration; 
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(ii)  30%  shall  be  set  aside  for  the  benefit  of  MHRI  personnel 
who  developed  the  patented  technology; 

(iii)  20%  [of  revenue  from  technology  developed  by  MHRI 
personnel]  shall  be  set  aside  by  MHRI  in  lieu  of  overhead 
charges; 

(iv)  40%  (or  the  balance  remaining)  shall  be  set  aside  by  MHRI 
into  a  separate  account  under  the  control  of  MHRI,  to  be  used 
to  further  the  mission  of  MDPH/MPHBL; 

2.  Medlmmune's  royalty  payments.  The  1989  MOU  between  MHRI  and 
MPHBL  provided  that,  Medlmmune  would  pay  royalties  licensing  fees  and 
other  costs  to  Licensor  as  follows.  Note  that  the  royalties  are  distributed  as 
described  above. 

(i)  three  percent  (3%)  of  net  sales  of  immunoglobulin  or 
monoclonal  products  sold  by  Medlmmune  for  treatment  of  RSV, 
influenza  or  parainfluenza  virus  ("royalty  bearing  product") 
covered  by  a  patent  or  patent  application  based  on  technology 
developed  by  MHRI/MPHBL.  [Note:  RSV-IVIG  was  the  only  such 
product  covered  by  a  patent  application  on  technology 
developed  by  MHRI/MPHBL]. 

(ii)  less  than  three  percent  (3%),  with  the  final  percentage  to  be 
negotiated  or  arbitrated  in  the  future,  of  net  sales  (if  any)  of  any 
royalty  bearing  product  not  covered  by  a  patent  or  patent 
application  based  on  technology  developed  by  MHRI/MPHBL. 
Medlmmune  is  only  obligated  to  pay  this  reduced  amount  if 
either  of  the  following  two  conditions  pertain  to  products  sold 
by  Medlmmune  under  the  RSV  License  Agreement:  1 )  there  is  a 
competitive  product  to  Medlmmune's  royalty  bearing  product 
on  the  market  (i.e.,  any  other  RSV  immunoglobulin,  vaccine  or 
monoclonal  antibody  product)  or,  2)  the  final  form  of 
Medlmmune's  product  is  a  combination  of  a  royalty  bearing 
product  and  another  component  not  including  technologies 
developed  by  MPHBL/MHRI. 

(iii)  fifteen  percent  (15%)  of  net  proceeds  (if  any)  of  sub-licensing 
fees  received  by  Medlmmune  for  a  sub-license  granted  under 
the  agreement  or  a  similar  agreement  with  the  Jackson 
Foundation. 

3.  Reimbursement  of  "Commonwealth  of  Massachusetts"  resources 
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utilized  for  the  project  (See  MOU).  Under  the  1989  MOU,  RSV 
Supply  Agreement  and  Use  Agreement,  the  Commonwealth  has  not 
been  not  reimbursed  for  many  Commonwealth  costs  and  resources. 
Please  note  also  that  the  3%  payment  by  Medlmmune  to  New  York 
Blood  Center  for  viral  inactivation  of  plasma  during  RSV-IVIG 
manufacture  is  not,  as  the  EKMS  report  states,  a  royalty  payment  for 
the  acquisition  of  rights  to  RSV-IVIG  but  is  rather  a  cost  paid  by 
Medlmmune  (required  by  the  FDA  for  all  such  blood  products)  and  is 
accounted  for  as  a  cost  of  manufacture,  not  as  a  royalty,  under 
project  accounting.] 

4.  Use  of  subsequent  generation  products  in  Massachusetts  and  Maine. 
If  Medlmmune  develops  during  the  term  of  the  agreement  technology 
which  is  useful  for  preparing  immunoglobulin  or  monoclonal  products, 
MHRI  will  receive  an  exclusive  right  to  use  that  technology  under  an 
exclusive  right  and  license  to  make,  have  made,  use  and  sell  products 
only  in  Massachusetts  and  Maine.  Nothing  in  the  agreements  grants 
MHRI  or  MPHBL  a  similar  right  to  use  technology  developed  by 
Jackson  Foundation  or  technology  acquired  by  Medlmmune  from 
other  sources  which  was  not  developed  by  Medlmmune. 

5.  A  portion  of  the  depreciated  value  of  equipment  and  improvements. 
Medlmmune  paid  to  install  certain  equipment  and  make  certain 
renovations  to  facilitate  manufacture  of  products  for  Medlmmune  by 
MHRI/MPHBL.  MHRI/MPHBL  paid  for  approximately  two-thirds  of  the 
cost  of  installed  equipment  (i.e.,  fractionation  equipment)  because 
MHRI/MPHBL's  share  was  deducted  from  royalties  paid  by 
Medlmmune  to  MHRI/MPHBL  on  another  MPHBL  product,  CMV-IVIG. 
At  the  end  of  the  term  of  the  Use  and  Occupancy  Agreement,  MPHBL 
will  own  the  depreciated  equipment  as  compensation  for  what  has 
already  been  more  than  six  and  one-half  years  use  of  37,840  square 
feet  of  MPHBL's  state-owned  laboratory  facilities,  office  space  and 
existing  office  and  laboratory  equipment  facilities  for  development  and 
manufacturing. 

6.  Funding  of  clinical  trials.  Medlmmune  agreed  to  provide  funding  to 
MPHBL/MHRI  of  $746,937  over  a  three-year  period  as  set  forth  in  the 
RSV  Research  Agreement.  These  funds  were  spent  to  partially 
subsidize  MPHBL's  cost  od  conducting  the  national  clinical  trials  of 
RSVIG-IV.  [Note:  under  a  separate  agreement  with  Jackson 
Foundation,  Medlmmune  agreed  to  provide  Jackson  Foundation  with 
research  funding  of  $1,127,135  over  three  years  under  a  "Research 
Agreement"  with  Jackson  Foundation.  In  the  event  Medlmmune 
believes  that  there  is  a  product  which  results  from  Jackson's 
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research,  MVI  agreed  to  provide  funding  for  or  perform  the  laboratory 
work  required  by  the  FDA  to  bring  such  product  to  license.  The 
Deputy  Director  of  MPHBL  told  This  Office  that  Medlmmune  spent 
$10  million  of  RSV-IVIG  clinical  trials.] 

The  Commonwealth's  rights  to  royalties  from  Medlmmune's  second  and  third 
generation  RSV  products  under  development. 

Background.  In  1 989,  the  Deputy  Director  gave  the  Assistant  Commissioner  a 
memorandum  describing  the  RSV  project  as  a  "consortium"  between  MPHBL, 
USUHS/Jackson  and  Medlmmune.  In  the  memo,  the  Deputy  Director  stated  that, 
under  the  consortium,  MPHBL  would  attempt  to  develop  a  first  a  RSV  monoclonal 
product.  In  the  memo,  she  stated  that  MPHBL  would  do  "preliminary  research"  on 
the  appropriate  screening  assay  as  part  of  the  project.  This  statement  understated 
the  status  of  development  of  RSVIG-IV,  since  by  that  time  the  screening  invention 
had  already  been  made  and  RSVIG-IV  had  already  been  produced  by  MPHBL 
employees.  Her  memo  described  that  USUHS/Jackson  Foundation  would  do  the 
research  to  produce  a  "second  generation"  RSVIG,  "made  by  stimulating  plasma 
donors  with  "a  new  RSV-vaccine"  to  produce  more  highly  enriched  plasma.  This 
statement  exaggerated  the  status  of  Jackson's  project  because  it  implied  that 
Jackson  was  far  down  the  road  toward  developing  the  RSV  vaccine  product  with 
"a  new  RSV-vaccine."  In  reality,  Jackson's  research  was  not  yet  in  the  pre-clinical 
vaccine  stage.  Finally,  the  Deputy  Director  stated  in  her  memo  that,  under  the 
consortium,  Medlmmune  would  try  to  develop  a  third  generation  RSVIG,  "one 
made  from  a  mixture  of  neutralizing  monoclonal  antibodies."  The  Deputy  Director 
stated,  "[Medlmmune]  holds  a  patent  on  making  "humanized  mouse  monoclonals." 
This  memo  effectively  exaggerated  the  status  of  Medlmmune's  research.  Two 
years  later,  in  its  report  to  the  FDA,  Medlmmune  stated  that  its  RSV  monoclonal 
project  was  in  a  "pre-preclinical  stage."  This  Office's  review  indicates  that 
Medlmmune  did  not  hold  a  patent  on  monoclonals  in  1989. 

Contrary  to  what  the  Deputy  Director  said  in  the  memo,  the  agreements  did 
not  establish  a  "consortium."  Instead,  the  license  agreement  between  Medlmmune 
and  MHRI  created  a  bilateral  agreement  between  them.  The  license  agreement 
between  Medlmmune  and  Jackson  Foundation  was  also  a  bilateral  agreement. 
MHRI  was  not  a  party  to  the  Medlmmune/Jackson  license  agreement.  Neither  was 
Jackson  a  party  to  the  MHRI/Medlmmune  agreement.  In  both  agreements, 
Medlmmune  agreed  to  pay  three  percent  (3%)  of  net  sales  of  any  Royalty  Bearing 
Product  which  is  sold  by  "Licensee  or  its  Affiliates."  "Royalty  Bearing  Product" 
was  defined  as  "any  immunoglobulin  product  or  monoclonal  antibody  .  .  .  used  for 
the  treatment  of  respiratory  syncytial,  influenza  or  parainfluenza  infection. 
"Affiliate"  was  defined  as  an  entity  in  which  Licensor  owns  at  least  51  %  of  the 
stock.  Therefore,  the  agreements  did  not  create  a  consortium,  but  rather  a  set  of 
independent  agreements. 
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For  this  reason,  neither  MHRI  of  MPHBL  has  any  direct  claim  to  royalties 
from  technology  developed  by  Jackson  Foundation  under  the  agreement. 

Right  to  Royalties  from  subsequent  generation  RSV  products.  The  only  way  that 
MHRI/MPHBL  will  receive  royalties  from  products  produced  by  the 
Jackson/Medlmmune  agreement  is  if  and  when  Medlmmune  or  an  affiliate  actually 
sells  a  "Royalty  Bearing  Product."  This  Office  was  therefore  concerned  to  learn 
that  Medlmmune  has  apparently  abandoned  its  initiative  to  develop  an  RSV  vaccine 
with  the  Jackson  Foundation.  Instead,  Medlmmune  entered  into  an  agreement  in 
November,  1 993  with  American  Cyanamid  Company  to  co-develop  and  co-promote 
three  generations  of  RSV  products.  In  1994,  American  Home  Products  (AHP) 
acquired  American  Cyanamid  and  in  October,  1995,  AHP  was  developing  its  own 
RSV  vaccine.  In  1995,  according  to  Medlmmune's  annual  report,  Medlmmune 
modified  its  agreement  with  AHP.  The  annual  report  states, 

"[Medlmmune's]  obligation  to  co-fund  and  to  co-promote  an  RSV 
vaccine  being  developed  by  AHP  was  converted  into  the  right  to  receive 
royalties  on  any  sales  of  this  vaccine,  and  AHP  was  granted  the  right  to 
receive  royalties  on  any  sales  of  [Medlmmune's]  second  generation  RSV 
product  [i.e.,  RSV  monoclonal  antibody]  currently  under  development." 

By  altering  its  agreement  with  AHP,  Medlmmune  no  longer  intends  to  sell 
AHP's  RSV  vaccine,  instead  it  will  receive  royalties  from  AHP  on  AHP's  sale  of 
AHP's  RSV  vaccine  in  exchange  for  Medlmmune  agreeing  to  pay  royalties  to  AHP 
on  MHRI's  potential  RSV  monoclonal  product.  If  so,  the  AHP/Medlmmune  RSV 
vaccine  will  apparently  not  qualify  as  a  "Royalty  Bearing  Product"  under 
Medlmmune's  1989  RSV  License  Agreement  with  MHRI.  Therefore,  MHRI/MPHBL 
will  not  receive  royalties  on  the  RSV  vaccine  product,  if  and  when  the 
AHP/Medlmmune  RSV  vaccine  receives  FDA  licensure.  If  the  Commonwealth  is 
cut  out  of  royalties  from  Medlmmune's  RSV  vaccine  product,  the  1989  RSV 
License  Agreement  would  represent  a  "bait-and-switch"  business  transaction. 
MPHBL  contributed  "proven  technology"  in  return  for  the  bait  of  sharing  royalties 
from  a  second  generation  RSV  product,  and  then  Medlmmune  wound  up  switching 
from  Jackson  Foundation  to  AHP,  leave  the  Commonwealth  empty-handed  with 
respect  to  royalties  from  a  potential  second  generation  RSV  vaccine  product. 

This  Office  notes  that  under  its  agreement  with  Medlmmune,  AHP  paid  a 
"milestone  payment"  to  Medlmmune  of  $4.5  million  during  the  first  quarter  of 
1996  upon  the  FDA's  licensure  of  RSVIG-IV.  This  Office  estimates  that  MHRI  will 
pay  to  the  General  Fund  of  the  Commonwealth  a  total  of  only  $2.1  million  in 
RespiGam  royalties. 

The  Commonwealth  must  fully  assert  its  right  to  receive  potential  royalties 
from  Medlmmune's  third  generation  product,  the  RSV  monoclonal  antibody. 
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Medtmmune  issued  a  press  release  on  November  stating  that  Medlmmune  has 
recently  begun  a  Phase  3  clinical  trial  of  MEDI-493,  its  RSV  monoclonal  product 
which  is  delivered  by  an  intramuscular  injection,  rather  than  by  an  intravenous 
infusion.  In  its  press  release,  Medlmmune  states,  "Despite  all  the  studies 
completed  to  date  which  Medlmmune  believes  warrant  conducting  the  trial, 
[Medlmmune]  believes  it  is  important  to  recognize  that  substantial  risk  and 
uncertainty  remains  until  this  study  is  concluded  and  the  data  are  known. 

This  Office  notes  that  the  Commonwealth  contributed  its  know-how  about 
monoclonals,  from  research  conducted  at  MPHBL  beginning  in  1 984,  to 
Medlmmune.  In  addition,  the  state  laboratories  contributed  to  their  development  of 
Medlmmune's  RSV  monoclonal  product  by  participating  in  the  research  effort  to 
develop  an  RSV  monoclonal  after  January,  1 990  under  the  RSV  Research 
Agreement  This  Office  recommends  that  the  University  of  Massachusetts,  the 
State  Comptroller,  and  the  Office  of  the  Attorney  General,  clarify  and  assert  the 
Commonwealth's  right  to  receive  royalties  from  this  potential  product.  This  Office 
notes  that  the  MPHBL  Director,  in  a  draft  report  dated  September  20,  1 994, 
described  what  MPHBL  will  receive  under  what  he  called  "Collaborative  Research 
and  Development  Agreements  (CRADAS)  with  Medlmmune  in  1 989.  This  list 
include  royalties  from  RSVIG-IV  and  royalty-free  rights  to  RSV  monoclonals  and 
RSV  vaccine,  but  did  not  mention  royalties  from  Medlmmune's  RSV  monoclonal. 
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May  24,  1996 


Robert  A.  Cerasoli 

Inspector  General  for  ihe  Commonwealth 

Room  1311 

One  Ashburton  Place 

Boston,  Massachusetts  02108 


Rr:  MnxsachusHls  Puhlir  H«*rtl(h  lliolo^ic  Lftboralorlos 


Dear  Mr.  Cerasoli: 

At  the  request  of  your  staff,  wc  have  conducted  a  summary  assessment  of  the 
investigation  record  for  development  of  the  Respiratory  Syncytial  Virus  Immune  Globulin 
("RSVJG-1 V")  process  by  the  Massachusetts  Public  Health  Biologic  Laboratories 
("MPUBL").  Our  senior  scientist  and  patent  agent,  Harriet  M.  Sir  impel,  Ph.D.,  has  also 
evaluated  the  royalty  and  production  arrangements  for  the  RSV1G-IV  product  We  believe 
the  views  set  out  here  and  the  bases  in  support  of  our  views  are  reasonable,  but  we  do  not 
offer  any  assurances  that  a  court  or  government  agency  will  reach  the  same  conclusions. 

This  assessment  is  provided  solely  for  your  information  and  use  as  pan  of  yom 
investigation  under  G.L.  C.12A,  ss7.  8  ct  scq. 


In  our  view,  there  is  sufficient  cause  to  warrant  a  finding  that  the  Commonwealth  has 
not  received  a  reasonable  royalty  value  or  reasonable  compensation  for  production  of  the 
RSVIG-1V  product  and  that  the  Commonwealth's  patent  has  been  misappropriated, 
improperly  assigned,  and  improperly  licensed  to  Mcdlmmune,  Lie. 
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In  particular,  ii  is  our  view  lhai  a  royally  ranging  from  0.3%  lo  3%  is  not  reasonable 
for  a  process  which  has  been  researched,  developed,  and  produced  exclusively  by  the 
Commonwealth  and  for  which  the  Commonwealth  holds  the  sole  FDA  production  license. 
While  there  are  no  absolute  rules  for  valuation  ol  drug  licensing  agreements,  valuation  is  not 
typically  restricted  to  a  minimal  royalty.  Rather,  valuation  should  consider  the  extent  of  the 
Commonwealth's  contribution;  and  it  should  incorporate  a  number  of  variables.  These 
include  up-front  payments,  funding  for  ongoing  research,  milestone  payments  for  successful 
marketplace  outcomes,  royalties,  and  a  percentage  of  net  profits.  In  this  case,  the 
Commonwealth  has  received  nothing  more  than  minimal  royalties. 

Even  if  there  were  justification  for  limiting  the  valuation  of  the  Commonwealth's 
contribution  to  royalty  payments,  a  minimum  royalty  should  be  10%  of  net  sales.  This 
generates  potential  royalty  income  of  $50  million  on  projected  sales  of  S500  million.  In 
contrast,  the  present  royally  arrangement  wilh  Medlmmune  Inc.  offers  as  little  as  $1.5 
million.  If  this  arrangement  stands,  the  Commonwealth  faces  materially  inadequate 
compensation  while  Medlmmune  and  others  may  reap  a  windfall. 

Similarly,  it  is  out  view  that  the  production  cost  arrangement  set  out  in  the  supply 
agreement  with  Medlmmune  is  not  reasonable  As  you  know,  the  Commonwealth  will 
receive  $200.00  to  $600.00  for  each  four  dose  unit  of  the  RSVIG-IV  product  and  has  no  right 
to  share  in  the  profit  from  sales,  hi  turn,  Medlmmune  will  sell  the  product  in  the  marketplace 
at  prices  ranging  from  $3,334.00  to  $5,251.00  for  each  four  dose  unit.  Medlmmune  will 
retain  all  profits.  Common  industry  practice  would  entitle  the  Commonwealth  to  a 
substantial  share  of  the  profits.  Here,  the  payments  to  the  Commonwealth  docs  not  cove  r  the 
full  costs  for  production.  Thus,  far  from  receiving  value  for  its  contribution,  the 
Commonwealth  is  actually  subsidizing  the  cost  of  commercial  production  for  Medlmmune. 
There  is  no  apparent  justification  for  this  arrangement,  nor  is  there,  authority  for  use  of  the 
Commonwealth's  production  facilities  at  MP11R1.  to  underwrite  a  commercial  venture  on 
a  subsidized  basis.  Indeed,  there  is  an  irreconcilable  contradiction  between  Medlmmune 's 
profit  potential  tor  sales  and  the  Commonwealth's  loss  potential  for  production. 

Finally,  ii  is  our  view  thai  Dr.  George  Siber,  Dr.  Jeanne  Lcszczynski.,  and  the 
Massachusetts  Health  Research  Institute,  Inc.  ("MHR1")  have  engaged  in  a  calculated  plan 
to  misappropriate  the  Commonwealth's  exclusive  right  lo  the  RSVJG-1V  process. 
Consequently,  neither  Dr.  Siber  nor  Dr.  l-eszczynski  had  the  right  to  assign,  and  MHRI  did 
not  have  the  right  to  license  the  RSV1C-1V  process  to  Medlmmune.  Clearly, 
misappropriation  of  the  Commonwealth's  patent  rights  has  deprived  the  state  of  its  property 
and  value  in  the  process  and  in  the  commercial  drug  product. 


Our  conclusions  are  based  on  the  following  findings: 

The  RSVIG-IV  process  was  conceived  and  developed  through  research  concluded 
at  MPHBL  from  January  1986  through  December  1988.  Research  was  conducted 
under  the  direction  of  George  Sibcr,  MD  and  Jeanne  Leszczynski.  Ph.D.  while  ihcy 
were  employed  by  the  Massachusetts  Department  of  Public  Health  and  prior  10  their 
part-time  employment  under  agreement  between  MIIR1  and  MPHDL.  Their  research 
was  funded  by  grants  to  the  Commonwealth  from  a  private  research  fund,  the 
Tiira-sher  Research  Fund.  This  is  confirmed  by  Dr.  Siber's  report  of  research  findings 
to  Thrasher,  references  in  the  Journal  of  Infectious  Diseases,  and  the  Patent  (US 
5,412.077).  It  contradicts  claims  that  Dr.  Sibcr  and  Dr.  Leszczynski  developed  the 
patent  process  after  they  joined  M11R1  in  December  1989. 

The  RSVIG-IV  process  was  conceived  and  developed  by  Dr.  Sibcr  and  Dr. 
Leszczynski  while  both  were  employed,  in  part,  to  conduct  research  on  behalf  of  the 
Commonwealth.  This  means  their  invention  of  the  process  is  the  exclusive  property 
of  the  Commonwealth  under  long  established  federal  and  stale  law.  See  National 
Development  Company  v  Gray.  316  Mass.  240,  247  (1944).  In  sum.  neither  Dr. 
Sibcr  nor  Dr.  Leszczynski  had  the  right  to  assign  patent  rights  to  any  paiiy  other  than 
the  Commonwealth. 

The  current  royalty  valuation  and  production  cost  arrangements  are  not  premised  on 
the  aggregate  value  of  the  Commonwealth's  intellectual  properly  rights,  contribution 
to  and  services  for  research,  development,  implementation,  and  production  of  the 
RSVIG-IV  product.  These  arrangements  were  negotiated  after  misappropriation  of 
the  Commonwealth's  patent  and  without  its  participation.  If  the  present  arrangement 
stands,  the  Commonwealth  will  receive  insignificant  value  for  its  substantial 
contribution  to  a  market  valued  at  $500  million. 

The  acquisition  of  the  RSVIG-IV  process  by  Medlmmune  and  the  significant  loss  of 
rights  and  commercial  valuation  to  the  Commonwealth  is  not  happenstance  but, 
rather,  appears  to  be  the  consequence  of  a  determined  strategy.  Of  particular  note  iv 
misstatement  of  the  circumstances  of  research  and  development.  The  record  simply 
docs  not  support  claims  by  Dr.  Siber  and  Dr.  Leszczynski  that  they  invented  the 
process  after  becoming  employees  of  MI1R1.  Yet,  this  misstatement  had  the  cffcci 
of  stripping  the  Commonwealth  of  its  exclusive  rights  to  the  process  and  of  its 
consequent  right  to  negotiate  commercial  valuation  for  royalties  and  production. 
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•  Through  the  offices  of  the  Inspector  General  and  the  Attorney  General,  the 
Commonwealth  has  express  authority  to  re-axxert  its  patent  rights,  to  revaluation  of 
the  royalty  arrangement,  and  to  renegotiation  of  the  supply  contract  for  RSVIG-1V. 
That  authority  is  set  out  at  G.L.  C.12A.  si  i;  C.268A,  ss2.  3;  C.93A.  $4; and  the  Patent 
Act,  35  U.S.C.  ss271  et  seq. 

The  assessment  set  out  here  is  based  on  our  review  of  investigation  materials  and 
documents  furnished  by  your  staff  and  our  review  of  certain  public  domain  materials, 
including  the  file  wrapper  for  die  RSVIG-IV  patent.  We  have  not  conducted  an  independent 
investigation,  nor  do  we  have  the  authority  to  conduct  such  an  investigation.  We  have  relied 
on  your  staff  to  provide  us  with  materials  and  documents  which  are  material  to  the 
investigation.  Wc  have  no  knowledge  that  the  Commonwealth  has  any  other  documents  or 
materials  or  has  access  presently  to  any  such  documents  or  materials  which  would  materially 
alter  the  assessment  set  out  here. 


Very  truly  your*. 


) 
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July  22, 1996 


tAOMlTTCO  IN  MARYLAND  ON  .' 
ftAOMITTCO  IN  ViRG'NiA  C  N  „  ' 


Robert  A.  Cerasoli 

Inspector  General  for  the  Commonwealth 

Room  1311 

One  Ashburton  Place 

Boston,  Massachusetts  02108 


Re:  Massachusetts  Public  Health  Biologic  Laboratories 

Dear  Mr.  Cerasoli: 

As  a  follow  up  to  our  advice  of  May  24,  1996  and  at  the  further  request  of  your  staff 
to  our  senior  scientist  and  patent  agent,  Harriet  M.  Strimpel,  Ph.D.,  we  have  conducted  a 
further  review  of  certain  matters  associated  with  the  development  and  patenting  of  the 
process  to  manufacture  Respiratory  Syncytial  Virus  Immune  Globulin  ("RSV1G"). 
Specifically,  we  have  been  asked  to  provide  an  opinion  on  the  following  question: 

Was  the  invention  as  practiced  by  MPHBL  and  used  by  Medlmmune,  Inc.,  conceived  and 
reduced  to  practice  by  the  inventors  during  the  course  of  their  employment  by  the 
Commonwealth  and  prior  to  their  part-time  employment  with  the  Massachusetts  Health 
Research  Institute,  Inc.  ("MHRI")  under  the  December  1989  memorandum  of  understanding? 

In  offering  an  opinion,  we  believe  the  views  set  out  here  and  the  bases  in  support  of 
our  views  are  reasonable,  but  we  do  not  offer  any  assurances  that  a  court  or  government 
agency  will  reach  the  same  conclusions.  Our  opinion  is  provided  solely  for  your  information 
and  use  as  part  of  your  investigation  under  G.L.  C.12A,  ss7,  8  et  seq. 
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It  is  our  opinion  that  the  subject  matter  claimed  by  the  patent  US  5,412,077  ("077") 
titled  "Effective  Antibody  Titers  against  Respiratory  Viruses"  granted  to  Dr.  George  Siber 
and  Dr.  Jeanne  Leszczynski  (but  assigned  to  MHRI)  and  the  information  provided  to  the 
United  States  Patent  and  Trademark  Office  during  prosecution  were  derived  directly  from 
the  Thrasher  Research  Fund  study  and  findings.  That  study  is  the  source  of  the  invention. 

The  patent  covers  a  process  for  identifying  plasma  samples  containing  effective 
antibody  titers  for  prophylaxis  or  treatment  of  infections  caused  by  the  respiratory  virus 
("RSV").  In  particular,  the  patented  process  uses  a  microneutralization  assay  to  identify  RSV 
hyperimmune  plasma  from  which  the  immunoglobulin  is  isolated.  The  methods  claimed  in 
the  patent  were  conceived  and  reduced  to  practice  by  Dr.  Siber  and  Dr.  Leszczynski  while 
they  were  employees  of  the  Commonwealth  in  the  period  from  January  1986  through 
December  1988.  Their  work  was  conducted  at  MPHBL,  used  the  resources  and  staff  of 
MPHBL,  and  was  funded  in  part  by  Thrasher's  research  grant  to  MPHBL.  As  noted  in  our 
earlier  advice,  the  patented  process  invented  as  part  of  this  study  is  the  exclusive  property  of 
the  Commonwealth  because  it  was  conceived,  developed,  and  reduced  to  practice  by  Dr. 
Siber  and  Dr.  Leszczynski  while  both  were  employed,  in  part,  to  conduct  research  on  behalf 
of  the  Commonwealth.  See  National  Development  Company  v  Gray,  316  Mass.  240,  247 
(1944). 

While  the  initial  patent  application  was  not  filed  until  April  1991,  the  claimed 
invention  and  supporting  documentation  were  directed  to  a  process  which  is  based  on  the 
Thrasher  study  and  findings.  Moreover,  it  is  clear  from  correspondence  between  Dr.  Siber 
and  Medlmmune  that  the  Thrasher  study  and  findings  formed  the  basis  for  the  invention 
claimed  by  the  patent.  More  important,  after  the  Patent  and  Trademark  Office  examined  the 
invention  with  respect  to  prior  art  reported  in  findings  by  Anderson  et  al.,  J.  Clin. 
Microbiology  (1985),  Dr.  Siber  and  Dr.  Leszczynski  distinguished  the  claimed  invention  by 
reference  to  their  article  in  the  J.  Infectious  Diseases  (1992).  That  article  expressly 
references  the  Thrasher  study  and  findings,  even  to  the  point  of  reproducing  data  from  the 
study.  To  overcome  the  prior  art  objection,  Dr.  Siber  and  Dr.  Leszczynski  stated  that 
Anderson  had  not  isolated  immunoglobulin  from  hyper  immune  antisera.  By  contrast,  they 
asserted  that  a  comparative  analysis  of  assay  methods  revealed  the  microneutralization  assay 
as  the  best  way  to  screen  plasma  and  to  isolate  immunoglobulin  for  treatment  or  prophylaxis 
of  infection.  This  is  precisely  the  finding  they  made  in  the  Thrasher  Fund  study: 
The  results  indicated  that  the  hyperimmune  plasma  pool  and  the  derived  IgG 
identified  by  the  CDC  (Anderson)  microneutralization  method  gave  high 
titers  by  all  three  RSV  neutralization  assays.  Furthermore,  this  IgG  also  had 

the  highest  activity  in  protecting  mice  from  RSV         We  have  therefore 

elected  to  utilize  the  RSV  microneutralization  assay  to  screen  plasma  for 
RSV  immune  globulin  that  is  being  studied  in  clinical  trials  supported  by 
NIH.  See  Thrasher  report  at  5  (December  1989). 
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Most  important,  the  process  developed  through  the  Thrasher  Fund  study  was  reduced 
to  practice  through  initial  clinical  trials  in  November  1989.  See  Dr.  Siber's  letter  of 
November  24,  1989  to  Jessie  R.  Groothius,  MD.  These  trials  were  relied  upon  during  the 
patent  application  and  during  the  product  licensing  application  to  the  Food  and  Drug 
Administration.  Clearly,  it  would  have  been  impossible  for  Dr.  Siber  and  Dr.  Leszczynski 
to  initiate  clinical  trials  in  1989  if  they  had  not  invented  the  patented  process  prior  to  that 
date.  And  while  Medlmmune  sponsored  further  developments  after  the  first  clinical  trials, 
none  of  these  modified  the  patented  process  substantially.  Indeed,  Medlmmune  has  claimed 
from  the  outset  that  the  Thrasher  study  process  and  patented  technology  are  critical  to  and 
the  source  of  the  company's  commercial  product.  In  fact,  Medlmmune  cannot  produce  the 
commercial  product  without  using  the  patented  process. 

In  sum,  it  is  our  opinion  that  the  patented  process  was  conceived  and  reduced  to 
practice  through  the  Thrasher  study  and  as  part  of  Dr.  Siber  and  Leszczynski 's  employment 
with  the  Commonwealth.  This  process  is  now  relied  upon  by  MPHBL  to  manufacture 
RSVIG  for  commercial  distribution  by  Medlmmune  under  the  trade  name,  RespiGam. 

The  assessment  set  out  here  is  based  on  our  review  of  investigation  materials  and 
documents  furnished  by  your  staff  and  our  review  of  certain  public  domain  materials, 
including  the  file  wrapper  for  the  077  patent.  We  have  not  conducted  an  independent 
investigation,  nor  do  we  have  the  authority  to  conduct  such  an  investigation.  We  have  relied 
on  your  staff  to  provide  us  with  materials  and  documents  which  are  material  to  the 
investigation.  We  have  no  knowledge  that  the  Commonwealth  has  any  other  documents  or 
materials  or  has  access  presently  to  any  such  documents  or  materials  which  would  materially 
alter  the  assessment  set  out  here. 


Very  truly  yours, 


BROMBERG  &  SUNSTEIN  LLP 


ATTORNEYS  AT  LAW 


125  SUMMER  STREET 


BOSTON,  MA  02IIO-I6I8 
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crik  raul  belt 
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or  counsel 

ROBERT  M.  ASHER 
THOMAS  C.  CAREY 
COWARD  J.  DAI  LEY 


SAMUEL  J.  PETuChOwSki,  ph. 


SCTH  Z.  KALSON,  PH.D.tl 


•ATCNT  AOtMT 
HARRIET  M.  STRIMPEL,  RH.D 
*NOM-UMrYC« 


December  27,  1996 


fAOMITTCD  IN  MART  LAN  Q  ONL« 
TTAOMITTCO  IN  VIROlNIA  ONL" 


Robert  A.  Cerasoli 

Inspector  General  for  the  Commonwealth 

Room  1311 

One  Ashburton  Place 

Boston,  Massachusetts  02108 


Re:  Massachusetts  Public  Health  Biologic  Laboratories 

Dear  Mr.  Cerasoli: 

At  the  request  of  your  staff,  we  have  reviewed  the  Evaluation  of  the  Cytogam  and 
Respigam  Agreements  conducted  by  the  Brattle  Group  in  November  but  just  released  by  the 
Department  of  Public  Health.  For  your  review,  we  offer  several  brief  comments  on  the 
Brattle  Group"  s  work: 

•  1.  The  Brattle  Group  has  incorrectly  assumed  that  the  Massachusetts  Health 
Research  Institute,  Inc.  ("MHRT)  had  a  legitimate  and  lawful  right  to  negotiate  and 
obtain  royalty  payments  in  the  first  instance  for  cytogam  and  respigam.  As  you 
know,  however,  we  offered  a  legal  opinion  by  letter  dated  May  24,  1996  that  MHRJ 
does  not  have  a  lawful  right  to  negotiate  or  obtain  any  royalty  payments  whatsoever 
for  respigam.  In  our  opinion  letter,  we  concluded  that  the  invention  which  is  the  base 
for  respigam  belongs  exclusively  to  the  Commonwealth  of  Massachusetts.  Whatever 
royalties  are  ultimately  negotiated  and  paid,  all  such  royalties  should  be  paid  to  the 
Commonwealth,  not  to  MHRI. 

•  2.  When  the  Commonwealth  negotiates  a  proper  royalty  arrangement,  we  suggest 
that  the  Brattle  Group's  analysis  will  not  afford  a  sound  basis  for  determining  an 
appropriate  royalty  payment.  In  the  first  instance,  you  should  be  aware  that  the  data 
relied  upon  by  the  Brattle  Group  is  incomplete.   The  Brattle  Group  excluded 
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proprietary  arrangements,  and  this  grossly  distorts  and  understates  typical  royalty 
arrangements.  The  Brattle  Group  suggests  that  royalty  arrangements  for  non  profit 
inventors  are  or  should  be  valued  at  a  lower  rate  than  those  developed  by  proprietary 
inventors.  This  distinction  cannot  be  supported  from  an  economic  or  legal 
perspective.  All  inventions  should  be  valued  by  the  same  marketplace  criteria, 
regardless  of  the  source  of  the  invention. 

•  3.  The  Brattle  Group  has  failed  to  note  that  its  database  source  is  incomplete.  The 
database  does  not  report  all  royalty  and  "up-front"  payment  arrangements.  Nor  does 
it  report  milestone  or  profit  payments  which  would  significantly  increase  the  value 
of  many  licensing  arrangements.  In  short,  the  Brattle  Group  has  employed  a  flawed 
database.  It  fails  to  incorporate  all  licensing  payments. 

•  4.  Last,  the  Brattle  Group's  lottery  analogy  is  particularly  inapposite  to  licensing 
arrangements.  Unlike  lotteries,  licensing  arrangements  typically  include  a  "look- 
back" to  fully  value  the  inventions  in  the  marketplace.  This  means  that  an  inventor 
or  owner  of  a  patent,  including  the  Commonwealth,  will  receive  a  royalty  premised 
on  actual  net  sales  of  the  drug.  Simply  put,  there  is  no  reason  to  "bet  on"  the  market 
as  if  it  were  a  lottery  or  a  Las  Vegas  gaming  table.  Rather,  the  Commonwealth  can 
negotiate  a  royalty  rate  which  a  function  of  the  actual  marketplace.  As  we  noted  in 
our  letter,  this  approach  should  realize  a  royalty  payment  in  the  range  of  $50  million 
for  the  Commonwealth. 


Please  note  that  this  assessment  is  solely  for  your  use  in  accordance  with  G.L.  C.12A, 
§§7,  8  et  seq.  And  is  subject  to  the  limitations  noted  in  our  letters  of  May  24,  1996  and  July 
22,  1996. 


Sincerely,  I  \ 


